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Amendments to the Claims: 

'Hiis liistingorctaims will replace all prior versions, and listings, of claims in the 

application. RECEIVED 

CENTRAL1=7«'CE34TER 

Listing of Claims: AU6 2 9 2007 

K-135. (Cancelled) 

136. {Currently Amended) A method of Ircuting a condition selected fr otn the fttQUt) 
consisting of hyp ercholesterolemia, bvpcrtrii>lvceridemia, coronary heart disea.se> 
cardiovascular disorders, peripheral vascular disease, symptomatic carotid artery disease, 
mixcdjjjslipi d emia. £m d increased risk oF pancreatitis a-fttili^^ct-ki-ftetjd comprising 
administering to a the subject an effective amount of a composition, wherein: 

(a) the composition comprises particles of fcnofibratc having a D50 particle size of less 
than aboul 500 nm and at least one surface stabilizer; 

(b) the fenofibrate particles present in the composition redisperse in a biorelevant media; 
and 

(c) administration of the composition to a human subject in a fasted state is bioequivalent 
to administration of the composition to a human subject in a fed state, wherein 
bioequj valency of the composition is established by: 

(i) a 90% Confidence IntCTval for AUC which is between 0.80 and 1 .25; and 

(ii) a 90% Cunlidcnce Interval for C,™,, which is between 0.80 and 1.25. 

137. (Cancelled) 

138. (Cancelled) 

139. (Cancelled) 

140. (Previously presented) The method of claim 136, wherein the composition is 
bioequivalent to a micronized 54 mg fcnofibratc oral solid dosage fonn. 

141. (Previously presente<l) "flic method of claim 136, wherein the composition is 
bioequivalent to a micronized 160 mg fcnofibratc oral solid dosage form. 
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1 42. (Previously presented) The method of claim 141 , wherein the composition is a singJe 
daily dose. 

143. (Previously presented) Tlic method of claim 136, wherein tlVe composition is 
bioequivalent to a n^icrontzed 200 fenoiibrate oral solid dosage form. 

144. (Previously presented) The method of claim 143, wherein the composition is a single 
daily dose. 

145. (Currently Amended) The method of claim 136, wherein the difference in AUC of 
the fcnofibratc composition, when administered lo a human subject in the fed versus the 
fasted stale, is selected from the group consisting of less than about 35%, lesjs than abotrt 
30%, less than about 25%, less than about 20%, less than about 1 5%, less than tth*H4^IO%, 
less than about 5%, and less than nbam^ 3%. 

146. (Previously Presented) The metliod of claim 136, wherein the composition, when 
administered to a human subject at a dose of about 160 mg, presents an AUC of about 139 
pig/mL.h. 

147. (Currently Amended) The method of claim 136, wherein the compo.«;ition exhibits a 
Tmiix after administration to fasting human subjects selected from the group consisting of less 
than about 6 hours, less than about 5 hours, less than «bowt 4 hours, less than about 3 hours, 
less than hours, less than about 1 hour, and less than about 30 minutes. 

148. (Currently Amended) The method of claim 136, wherein in comparative 
pharmacokinetic testing with a mieroni^ed fenofibratc 1 60 mg tablet or micronized 
fcnofibratc 200 mg capsule, which are standard commercial fonnulations of microcrystalline 
fcnofibratc, the composition exhibits a T,^,^^ selected from the group consisting of less than 
about 90%, less than ttb«Hrt.80%, less than e^^om 70%, less than about 50%. less than ftbtMrt 
30%, and less than about*25% of the '^fina^ exhibited by micronizcd fbnoiibrate tablet or 
capsule. 

1 49- (Previously presented) The method of claim 1 36, wherein the fenofibratc or a salt 
thereof is present in the composition in an amount selected from the group consisting of: 
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(a) about 50 to about 500 g/kg fcnofibrate or a salt thereof per kg of composition; 

(b) about 100 to about 300 g^g fenolibratc or a salt thereof per kg of composition; 

(c) about 200 to about 225 g/kg fcnofibrate or a salt thereof per kg of composition; and 

(d) about 1 1 9 to about 224 g/kg fcnofibrate or a salt thereof per kg of composition. 

150. (Previously preJ5cnied) The method of claim 136, wherein the composition 
comprises a dosage of about 145 mg of particles of fenotlbrate or a salt thereof, wherein: 

(a) the dosage is therapeutically effective; and 

(b) the composition is bioequivalent to a micronized fcnofibrate 160 mg tablet or 200 mg 
capsule, wherein biocquivalcncy, when administered to a human, is established by a 
90% Confidence Interval C3f between 0-80 and 1 ,25 for both C™^ an<i AUG.. 

151. (Previously presented) The method of claim 1 36, wherein the composition 
comprises a dosage of about 48 mg of particles of fcnofibrate or a salt thereof, wherein: 

(a) the dosage is therapeutically effective; and 

(b) the composition is bioequivalent to a micronized fcnofibrate 54 mg tablet, wherein 
biocquivalcncy, when administered to a human, is established by a 90% Confidence 
Interval of between 0.80 and 1.25 for both Cmax iuid AUC, 

1 52. (Previously presented) The method of claim 136^ wherein the composition 
comprises a dosage of about 160 mg of particles of fcnofibrate, wherein following 
administration to fasting human subjects the blood levels of fenofibric acid are at least 4.5 
mg/mL at one hour. 

153. (Previously presented) The method of claim 1 52» wherein following administration 
of the composition comprising a dosage of about 160 mg of fcnofibrate lo fasting human 
subjects the blood levels of fenofibric acid are at least 6.5 mg/mL at two hours. 

154. (Previously presented) ITic method of claim 152, wherein following adminislration 
of the composition comprising a dosage of about 160 mg of fcnofibrate to fasting human 
subjects the blood levels of fenofibric acid arc at least 7.0 mg/mL at three hours. 
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155. (Previously presented) The method of claim 152, wherein following administration 
of the composition comprising a dosage of about 160 mg of fenofibratc to fasting human 
subjects the blood levels of fenofibric acid are at least 1.5 mg/mL at twenty-four houn;. 

1 56. (Previously presented) The method of claim 1 36, wherein the composition 
comprises a dosage of about 1 60 mg of particles of fenofibrate or a salt thereof, and wherein 
following administration of the composition to fasting human subjects the blood levels of 
fenofibric acid are at least: 

(a) 1 .0 mg/niL at one hour; 

(b) 6,5 mg/mL at two hours; 

(c) 7.0 mg/mL at three hours; ajid 

(d) 1.5 mg/mL at twenty-four hours. 

1 57. (Previously presented) The method of claim 1 36, wherein the composition 
comprises a dosage of about 1 60 mg of particles of fcnoiibra.te or a salt thereof, wherein 
following administration of the composition to high fat fed human subjects the blood levels 
of fenofibric acid are at least 4.5 mg/mL at one hour. 

1 58. (Previously presented) The method of claim 1 57, wherein following administration 
of the composition comprising a dosage of about 160 mg of fenofibratc to high fat fed 
human subjects the blood levels of fenofibric acid arc at least 3.0 mg/mL at two hours. 

1 59. (Previously presented) Tlie method of claim 1 57, wherein following administration 
of the composition to high fat fed human subjects the blood levels of fenofibric acid are at 
least 6.0 mg/mL at four hours. 

160. (Previously presented) The method of claim 1 57, wherein following administration 
of the composition comprising a dosage of about ] 60 mg of fenofibrate to high fat fed 
human subjects the blood levels of fenofibric acid are at least 6.5 mg/mL at live hours. 

161. (Previously presented) The mctboc) of claim 1 57. wherein following administration 
of the composition comprising a dosage of about 160 mg of fenofibratc to high fat fed 

WASH_20S6113.1 



PAGE 10/92 * RCVD AT 8/29/2007 7:14:17 PNl [Eastern Daylight Time] ' SVR:U8PTO-EFXRF-5/22 ' DNIS:2738300 * CSID: * DURATION |infn-ss):20-26 



08/29/2007 13: 14 FAX 



0011/092 



Ally. Dki. No. 029318-0988 
Appln. No. ! 0/692,855 

human subjects the blood levels of fcnofibric acid arc at least 1 ,5 mg/mL at twenty-four 

hours. 

1 62, (Previously presented) The method of claim 1 36, wherein the composition 
comprises a dosagy of about 160 mg of pLUlicles of fenofibratc or a salt thereof, and wherein 
following administration of the composition to high fat fed human subjects the blood levels 
of fcnofibric acid arc al Ica^Jt: 

(a) 4.5 mg/rnL at one hour; 

(b) 3.0 mg/mf. at two hours; 

(c) 6.0 mg/mL nt four hours; 

(d) 6.5 mg/mL at five hours; and 

(e) 1 .5 mg/mL m twenty-lbur hours. 

163. (Previously Presented) The method of claim 136, wherein the fcnoiibrate or a salt 
thereof is selected from the group consisting of a crystalline phasc^ an amorphous phase, a 
semi-crystalline phase, a sc^ii -amorphous phase, and mixtures thereof. 

1 64. (Currently Amended) Tlie method of claim 1 36, wherein the D50 particle size of the 
particles of fcnolibrate or a salt thereof arc selected from the group consisting of less than 
ttb€»MMOO nm, less than abeui 300 nm, less than abcvut 250 nm, less than abeut 200 nm, less 
than ubeut 1 50 nm, less than about 1 00 nm» less than about 75 nm, and less than about SO 
nm. 

1 65, {CuiTcntly Amended) The method of claim ) 36, wherein the particles of fenollbrate 
or a salt thereof have a D09 of less than ab<^»t 500 nm. 

1 66- (Currently Amended) The method of claim 1 36, wherein the particles of fenofibrate 
or a salt thereof have a Dso of less than abeut 350 nm. 

1 67. (Currently Amended) The method of claim 136. wherein the particles of fenofibrate 
or a salt thereof have a mean particle size of less than ttbe«t 100 nm, 

1 68. (Previously presented) The method of claim 136, wherein the composition is 
formulated for administration selected from the group consisting of oral, pulmonary, rectal, 
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opUialmic, colonic, parcnicraK intracistemal, inlravaginal, intraperitoneal, local, buccal, 
nasal, and topical administration. 

1 69. (Previously presented) The method of cluini 1 36, wherein the composition is 
formulated into a dosage form selected from the group consisting of liquid dispersions, oral 
suspensions, gels, aerosols, ointments, creams, lablcts, and capsules. 

1 70. (Previously presented) The method of claim 169, wherein ihc composition is 
formulated into a dosage form selected from the group consisting of tablets and capsules. 

171. (Previously Presented) The rhethod of claim 170, wherein the composition is 
formulated into a tablet dosage ibrm. 

1 72. (Previously Presented) The method of claim 1 36, wherein the composition is 
formulated into a dosage form selected from the group consisting of conlrollcd relciise 
fonnulations, fast melt formulations, lyophilizcd formulations, delayed release formulations, 
extended release formulations^ pulsatile release formulations, and mixed inuncdiate release 
and controlled release formulations. 

1 73. (Previously Presented) The method of claim 1 36, wherein tlic composition further 
comprises one or more pharmaceutically acceptable exeipients, canriers, or a combination 
thereof. 

1 74. (Currently Amended) 'Hie method of claim 136^ wherein within about 5 minutes at 
least ahetit 20%, at least fll>eut 30%, or at least obout 40% of the composition is dissolved, 
wherein dissolution is measured in a discriminating aqueous media comprising sodium 
lauryl sul fate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) 
is used to measure dissolution, 

1 75. (Currently Amended) The method of claim 1 36, wherein within about 10 minutes at 
least ttbmrt 40%, at feast ftbc^rt 50%, at least about 60%, at least abotrt 70%. or at lea.st fttrnti^ 
80% of the composition is dissolved, wherein dissolution is measured in a discriminating 
aqueous media comprising sodium lauryl sulfate at 0.025 M, and wherein the rotating blade 
method (European Pharmacopoeia) is used to measure dissolution. 
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1 76. (Currently Amended) The method of claim 1 36, wherein within about 20 minutes al 
least ttt^etrt 70%, at least ab€H*l 80%, at lea.st ab<>yt 90%, or JUleast ab(*ul 1 00% of the 
composition is dissolved, wherein dissolution is measured in a discriminating aqueous media 
cotnprising sodium laujyl sulfate at 0.025 M, lond wherein the rotating blade method 
(European Pharmacopoeia) is used to measure dissolution. 

177. (Currently Amended) The method of claim 136, wherein: 

(a) within about 5 minutes at least obout 30% of the composition is dissolved; 

(b) within about 10 minutes at least iitxrHrt 70% of the composition is dissolved; and 

(c) within about 20 minutes at least abf>ut 90% of the composition is dissolved, 
wherein dissolution is measured in a discnminating aqueous media comprising sodium lauryl 
sulfate at 0,025 M, and wherein the rotating blade method (European Phanriacopoeia) is ascd 
to measure dissolution. 

178. (Currently Amended) The method of claim 136, wherein: 

(a) within about 5 tninutcs at least about 40% of the composition is dissolved; 

(b) within about 10 minutes at least al)eut 80% of the composition is dissolved; and 

(c) within about 20 minutes at least about 100% of the composition is dissolved, 
wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate al 0.025 IVl, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

179. (Currently Amended) The method of claim I 36, wherein upon administration, the 
composition redispcrses such that the rcdispcrsed particles of fenofibrate or a salt thereof 
have a D50 particle size of less tluui ttbeut 500 nm, 

1 SO. (Currently Amended) The method of claim 1 79, wherein the redisperscd particles of 
fcnofibrate or a salt thereof have a D50 particle size selected from the group consisting of 
less than abf^ut 400 nm, less than aboirt 300 nm, less than about 250 nm, less than about 200 
nn% less than utiHHrt 150 nm, less than about 100 nm, less than about 75 nm, and less than 
about 50 nm. 
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1 SL (Currently Amended) Tlic method of claim 1 36, wherein the composition 
rcdisperses in a biorclevant media such that the rcdispcvscd particles of fenofibratc or a saH 
thereof have a D50 particle size of less than abeut 500 nm. 

1 82. (Currently Amended) The method of claim 1 8 K wherein the redispersed purliclcs of 
fenofibratc or a salt thereof have a D50 particle size selected Irom the group consisting of 
less than about 400 nm, less than abotrt 300 nm, lesj; than aboul 250 nm, less than abotrt 200 
nm, loss than obout 1 50 nm, less than abetrt 1 00 nm, loss than obout 75 nm, and less than 
about 50 nm. 

1 83. (Previously presented) The method of claim 136, wherein the composition 
additionally comprises one or more active agents selected from the group consisting of HMG 
CoA reductase inhibitors and antihypertensives. 

184. (Prc\'iously prcscmcd) The method of claim 136, wherein the subject is a hunjan. 

185. (Cancelled) 

186. (Previously presented) The method of claim 136, wherein the method is used as 
adjunctive therapy to diet for the reduction of LDL-C, total-C, triglycei ides, or Apo B in 
adult patients with primary hypercholesterolemia or mixed dysiipidcmia. 

1 87. (Previously presented) Tlic method of dain> 136, wherein the method is us;ed as 
adjunctive therapy to diet for treatment of adult patients with hypenriglyccridemia. 

188. (Previously presented) The method of claim 136, wherein the method is used to 
decrease the risk of pancreatitis. 

189. (Previously presented) The method of claim 136, wherein the method is used to treat 
indications where lipid regulating agents arc typically used, 

190. (Previously Presented) The method of claim 136, wherein the composition 
comprises at least one primary surface stabilizer and at least one secondary surface stabilizer. 
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191. (Previously Presented) The method of claim 136, wh<?rein the surface stabilizer \$ 
selected iVom the group consisting of a non-ionic surface stabilizer* an ionic surface 
stabilizer, an anionic surface stabilizer, a cationic surface stabilizer, and a zwilterionic 

. surface stabilizer. 

192. {Previously Presented) The method of claim 1 36, wherein the at least one surface 
stabilizer is selected from the group consisting of cetyl pyridinium chloride, gelatin, casein, 
phosphatides, dextran, glycerol, gurn acacia, cholesterol, tragacanth, stearic acid, 
benzalkonium chloride, calcium stearaie, glycerol monostearatc, cctosteaiyl alcohol, 
cetomacrogol emulsifying wax, sorbitan esters, polyoxyethylene alkyl ethers, 
polyoxycihylene castor oil derivatives, polyoxyethylene sorbitan falty acid esters, 
polyethylene glycols, dodccyl trimcthyl ammonium bromide, polyoxyethylene stearates, 
colloidal silicon dioxide, phosphates, sodium dodccylsulfate, carboxymethylcellulosc 
calcium, hydroxypropyl celluloses, hypromellose, carboxymclhylccllulose sodium, 
mcthylccllulosc, hydroxyethylcellulose, hypromellose phthalate, noncrystalline cellulose, 
magnesium aluminum silicate, triethanolamine, polyvinyl alcohoK polyvinylpyrrolidone, 4- 
( 1 J ;3,3-tetramethylbutyl)-phcnol polymer with ethylene oxide and tbnnaldchydc, 
poioxamers; poloxamines, a charged phospholipid, dioctylsulfosuccinate, dialkylesters of 
sodium sulfosuccinic acid, sodium lauryl sulfate, alkyl aryl polyeiher sulfonates, mixtures of 
sucrose stcarate and sucrose distearate, p-isononylphenoxypoly-(glycidol), dccanoyl-N- 
meihylglucamide; n-deeyl p-D-glucopyranoside; n-dccyl p-D-maltopyranoside; n-dodecyl P- 
D<"glucopyranoside; n-dodecyl p-D-maltoside; heptanoyl-N-methylglucamide; n-heptyl-P-D- 
glucopyranoside; n-heptyl P^D-thioglucoside; n-hexyl P-D-glucopyranosidc; nonanoyl-N- 
methylglucamide; n-noyi p-D-glucopyranoside; oclanoyl-N-mcthylglucainidc; n-octyl-P-D- 
glucopyranoside; octyl P-D-thioglucopyranoside; lysozyme, PEG-phospholipid, PEG- 
cholesterol, PEG-cholcstcrol derivative, PEG-vitamin A, random copolymers of vinyl 
acetate and vinyl pyrrolidone, a cationic polymer, a cationic biopolymcr, a cationic 
polysaccharide, a cationic cellulosic, a cationic alginate, a cationic nonpolymeric compound, 
cationic phospholipids, cationic lipids, polymethylmethacrylate trimethylammonium 
brx^mide, sulfonium compounds, polyvinylpyrrolidone-2-dimclhylaminoethyl mcthacrylate 
dimethyl sulfate, hexadecyltrimethyl ammonium bromide, phosphonium compounds, 
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quartcrnary ammonium compounds, ben7yl-di(2-chloroethyl)cthylammonium bromide, 
coconut trimcthyl ammonium chloride, coconut trimethyl ammonium bromide, coconut 
methyl dihydroxycthyl ammonium chloride, coconut methyl dihydroxyethyl ammonium 
bromide, dccyl triethyl ammonium chloride, decyl dimethyl hydroxycthyl ammonium 
chloride, dccyl dimethyl hydroxyethyl ammonium chloride bromide, Ci2-i5dimcthyl 
hydroxycthyl ammonium chloride, CiM.sdimethyl hydroxyethyl ammonium chloride 
bromide, coconut dimethyl hydroxyethyl ammonium chloride, coconut dimethyl 
hydroxycthyl ammonium bromide, myristyl trimcthyl ammonium methyl sulphate, lauryl 
dimethyl benzyl ammonium chloride, lauryl dimethyl benzyl ammonium bromide, lauryl 
dimethyl (cthcnoxy)4 ammonium chloride, lauryt dimethyl {ctlienoxy)4 anunonium bromide, 
N-alkyl (CjMK)dimcthylbenzyl ammonium chloride, N-alkyI (Cj4.i8)dimethyl-benzyl 
ammonium chloride, N-tetradccylidmethylben7yl ammonium chloride monohydrate, 
dimethyl didccyl ammonium chloride, N-alkyl and (Cn.t^) dimethyl 1-napthylmcthyl 
ammonium chloride, irimcthylammonium halide, alkyl-trimethylommoniutn salts, dialkyl- 
dimethylanimonium salts, lauryl trimcthyl ammonium chloride, etlioxylated 
alkyamidoalkyldialkylammonium salt, an ethoxylated trialkyi ammonium salt, 
dialkylbcnzcne dialkyhunmonium chloride, N-didccyldi methyl ammonium chloride, N- 
tctradecyldimethylbenzyl ammonium, chloride monohydratc, N-alkyl(Ci2.H) dimethyl I- 
naphthylmethyl ammonium chloride, dodecyldimcthylbenzyl ammonium chloride, dialkyl 
benzcncalkyl ammonium chloride, lauryl trimethyl ammonium chloride, alkylbenzyl methyl 
ammonium chloride, alkyl benzyl dimethyl ammonium bromide, C|2 trimethyl ammonium 
bromides, C15 trimethyl ammonium bromides, C17 trimcthyl ammonium bromides, 
dodeoylbenzyl triethyl ammonium chloride, poly-diuUyldimethylammonium chloride 
(DADMAC), dimethyl ammonium chlorides, aikyldimethylammonium halogenides, tricctyl 
methyl ammonium chloride, decyltrimethylammonium bromide, dodecyltriethylammonium 
bromide, Ictradecyltrimethylammonium bromide, methyl trioctylammonium chloride, 
tetrabutylammonium bromide, benzyl trimeiliylanmionium bromide, choline esters, 
benzalkonium chloride, stearalkonium chloride compounds, cctyl pyridinium bromide, cetyl 
pyridinium chloride, halidc salts of quaternized polyoxycthyJalkylamines, alkyl pyridinium 
salts; amines, amine salts, amine oxides, imidc azolinium salts, protonated quaternary 
acrylamides, methylated quaternary polymers, and cationic guar. 
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193. (Previously presented) The method of claim 1 36, wherein the composition 
comprises hypromcllose, dioctyl sodium sulfosuccinate, and sodium lauryl sulfate as surface 
stabilizers. 

1 94. (Currently Amended) A method of treating a condition selected from the igou D 
cons^istinj:! of hvn e rcholcsterolemia > hvpertrifil vceridcmia. cor onary heart disease^ 
cardiovascula r disorders, peripheral vascular disease , s ymptomatic carotid arter y disease, 
mixed dvys^lipidem ia, a nd increased risk of pancreatitis a ?.mhj eoMn-need comprising 
administering to a the subject an effective amount of a composition, wherein: 

(a) the composition comprises particles of fenofibratc having a mean particle size of less 
than ahfHrt 500 nm and at least one surface stabilizer; 

(b) the fenoRbrate particles present in the composition redisperse in a biorelevant media; 
and 

(c) administration of the composition to a human subject in a fasted state is bioequivalcnl 
to administration of the composition to a human subject in a fed state, wherein 
bioequivalency of the composition is established by: 

(i) a 90% Confidence Interval for AUG which is between 0.80 and 1 .25; and 

(ii) a 90% Confidence Interval for Cmax. which is between 0.80 and 1 .25, 

1 95. (Previously Presented) The method of claim 1 94, wherein the composition is 
biocquivalent to a micronized 54 mg fenofibratc oral solid dosage form. 

196. (Previously Presented) The method of claim 194, wherein the composition is 
biocquivalent to a micronized 1 60 mg fenofibratc oral solid dosage form. 

197. (Previously Presented) 'Die method of claijn 196, wherein the composition is a 
single daily dose. 

198. (Previously Presented) Th& method of claim 194, wherein the composition is 
biocquivalent to a micronized 200 mg fenofibratc oral solid dosage form. 

1 99. (Previously Presented) The method of claim 198, wherein the composition is a 
single daily dose. 
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200. (Cuirently Amended) The method of claim 194, wherein the difference in AUC of 
the fenofibratc composition, when administered to a human subject in tlic fed versus the 
fasted statc» is selected from the group consisting of less than tibc-mt: 35%, less than aboirt 
30%, less than ^he^ 25%, less than abmrt 20%, less than abowt 1 5%, less thm ab0«4 1 0%, 
less than atiH>ut 5%, and less than ftbettt 3%, 

201 . (Previously Presented) The method of claim 194, wherein the composition, when 
administered to a human subject at a dose of about 160 mg, presents an AUC of about 139 
^g/mL.h. 

202. (Currently Amended) The method of claim 1 94, wherein the composition exhibits a 
TniAK after administration to fasting human subjects selected Irom the gioup consisting of less 
them about 6 hours, less than about 5 hours, less than about 4 hours, less than abottt 3 hours, 
less than abeut 2 hours, less than about 1 hour, and less thanabe»t 30 minutes. 

203. (Currently Amended) Tlie metliod of claim 194, wherein in comparative 
pharmacokinetic testing with a micronized fenofibrate 160 mg tablet or micronizcd 
fenoHbratc 200 mg capsule, which are standard commercial formulations of microcrystalline 
fenofibrate, the composition exhibits a T,ni,x selected from the group consisting oflcss than 
ftbo^ 90%, less than about 80%, less than abf>«i 70%, less than abmrt 50%, less than 8b<>«t 
30%, and less than ebetrt 25% of thcT„^-»;, exhibited by microni'/ed ixnofibrate tablet or 
capsule. 

204. (Previously Presented) Tlie method of claim 1 94, wherein the fenofibrate or a salt 
thereof is present ii^ the composition in an amount selected from the group consisting of: 

(a) about 50 to about 500 g/kg fenofibrate or a salt thereof per kg of composition; 

(b) about 1 00 to about 300 g/kg fenofibrate or a salt thereof pCT kg of composition; 

(c) about 200 to about 225 g/kg fenofibrate or a salt thereof per kg of composition; and 

(d) about 119 to about 224 g/kg fenolibratc or a salt thereof per kg of composition. 

205. (Previously Presented) The method of claim 194, wherein the composition 
comprises a dosage of about 145 mg of particles of fenofibrate or a salt thereof, wherein: 

(a) the dosage is therapeutically effective; and 
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(b) tlic composition is bioequivalcnt to a micronizcd fcnofibrate 160 mg tablet or 200 mg 
capsule, wherein bioequivalcncy, when administered to a human, is e>stabli.shed by a 
90% Confidence Interval of between 0.80 and 1 .25 for both Cn,ax and AUG. 

206. (Previously Presented) The method of claim 194, wherein the composition 
comprises a dosage of about 48 mg ot particles of fcnofibrate or a salt thereof, wherein: 

(a) the dosage is therapeutically effective; and 

(b) the composition is bioequivaicni to a micronized fcnofibrate 54 mg tablet, wherein 
bioequivalcncy, when administered to a human, is established by a 90% Confidence 
Inlcrva! of between 0,80 und 1 .25 for both C^ax and AUG. 

207. (Previously Presented) The method of claim 194, wherein the composition 
comprises a dosogc of about 160 mg of particles of fcnofibrate, wherein following 
administration to liisiing human subjects the blood levels of fenofibrie acid are at least 4,5 
mg/mL at one hour, 

208. {Previously Presented) The method of claim 207, wherein following administration 
of the composition comprising a dosage of about 160 mg of fcnofibrate to fasting human 
subjects the blood levels of fenofibrie acid arc at least 6.5 mg/mL at two hours. 

209. (Previously Presented) The method of claim 207, wherein following administration 
of the composition comprising a dosage of about 1 60 mg of fcnofibrate to testing human 
subjects the blood levels of fenofibrie acid are at least 7.0 mg/mL at three hours. 

2 1 0. (Previously Presented) The method of claim 207, wherein following administration 
of the composition comprising a dosage of about 160 mg of fcnofibrate to fasting human 
subjects the blood levels of fenofibrie acid are at least 1 .5 mg/mL at twenty- four hours. 

211. (Previously PrescTitcd) The method of claim 194, wherein the composition 
comprises a dosage of about 160 mg of particles of fcnofibrate or a sail thereof, and wherein 
following administration of the composition to fasting human subjects the blood levels of 
fenofibrie acid are at least: 

(a) 1 .0 mg/mL at one hour; 
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(b) 6,5 mg/mL at two hours; 

(c) 7,0 mg/mL at three hours; and 

(d) 1 .5 mg/mL at twenty-four hours. 

212. (Previously Presented) The method of claim 1 94. wherein the composition 
comprises a dosage of about 160 mg of particles of fcnofibrate or a salt thereof, wherein 
foHowing administration of the compo5;ition to high fat fed human subjects the blood levels 
of fcnofibric acid are at lca.st 4.5 mg/mL at one hour. 

213, (Previously Presented) The method of claim 2 1 2, wherein following administration 
of the composition comprising a dosage of about 160 mg of fcnofibrate to high fat fed 
human subjects the blood levels of fenofibric acid arc at least 3.0 mg/mL at two hours, 

2 1 4. (Previously Presented) '^Phc method of claim 2 1 2, wherein following administration 
of the composition to high fat fed human subjects the blood levels of fcnofibric acid are at 
least 6.0 mg/mL at four hours. 

215. (Previously Presented) The mctliod of claim 2 1 2, wherein following administration 
of the composition comprising a dosage of about 160 mg of fcnofibrate to high fat fed 
human subjects tlic blood levels of fenofibric acid arc at least 6.5 mg/mL at five hours. 

216, (Previoasly Presented) The mcUiod of claim 212, wherein following administration 
of the composition comprising a dosage of about 160 mg of fcnofibrate to high fat fed 
human subjects the blocxl levels of fenofibric acid are at least 1.5 mg/mL at twenty- four 
hours. 

217, (Previously Presented) The method of claim 194, wherein the composition 
comprises a dosage of about 160 mg of particles of fcnofibrate or a salt thereof, and wherein 
following administratioji of the composition to high fat fed human subjects the blood levels 
of fenofibric acid arc at least: 

(a) 4.5 mg/mL at one hour; 
(h) 3.0 mg/mL at two hours; 
(c) 6.0 mg/mL at four hours; 
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(d) 6.5 mg/mL at five hours; and 

(e) 1 .5 mg/niL at twenty-four hours. 

218. (PrcvioiiJily Presented) The method of cbim 194, wherein the fenofibrate or a sail 
thereof is selected from the group consisting of a crystaUine phase, and an amorphous phase, 
a sciTii-crystaHine phase, o semi-amorphous phase, and mixtures thereof. 

219. (Currently Amended) Tlic method of claim 194, wherein the mean particle size of 
the particles of fenofibrate or a salt thereof is selected from the group consisting of less than 
abe«i 400 nm, less than abcnrt 300 nm, less than ftW«t 2S0 nm, less than about 200 nm, less 
than about 1 50 nm, less than about 1 00 nm, less than abmrt 75 nm, and less than about 50 
nm. 

220. (Currently Amended) 'l"hc method of claim 194, wherein the particles of fenofibrate 
or a salt thereof have a of less ilian about 500 nm. 

221 . (Currently Amended) Tlie method of claim 194, wherein the particles of fenofibrate 
or a salt thereof have a D30 of less than aboii^ 350 nm. 

222. (Currently Amended) Tlic method of claim 194, wherein the particles of fenofibrate 
or a salt thereof have a mean particle siite of less than about 100 nm. 

223. (Previously Presented) The method of claim 194, wherein the composition is 
formulated for administration selected Irom the group consisting of oral, pulmonary, rectal, 
opLhalmic, colonic, parcntcrat, intracistemal, intravaginal, intraperitoneal, local, buccal, 
nasal, and topical administration. 

224. (Previously Presented) Tlie method of claim 194, wherein the composition is 
fomiulated into a dosage form selected from the group consisting of liquid dispersions, oral 
suspensions, gels, aerosols, ointments, creams, tablets, and capsules. 

225- (Previously Presented) The method of claim 224, wherein the composition is 
formulated into a dosage form jselected from tlic group consisting of tablets imd capsules. 

.17- 

WASH_205ei43.1 



PAGE 21/92 ' RCVD AT 8/29/2007 7:14:17 PM [Eastern Daylight Time] ' SVR:USPTO-EFXRF-5/22 ' DNIS:2738300 ' CSID: ' DURATION (fnfn-ss):20-26 



08/23/2007 19: 16 FAX 



81022/092 



Any, Dki. No. 029318-0988 
Appln, No. 10/692,855 

226. (Previously Presented) The method ol claim 225, wherein the composition is 
formulated into a tablet dosage fonn, 

227. (Previously Presented) The method of claim 194, wherein the composition is 
formulated into a dosage fomn selected from the group consisting of controlled release 
Formulations, fast melt formulations, lyophilizcd formulations, delayed release fonnulations, 
extended release formulations, pulsatile release fonnulations, and mixed immediate release 
zmd controlled release fomnulations. 

228. (Previously Presented) The method of elaim 194, wherein the composition further 
comprises one or more pharmaccutically acceptable excipients, carriers, or a combination 
thereof 

229. (Currently Amended) The method of claim 194, wherein within about 5 minutes at 
least obenrt 20%, at least ab^nit 30%, or at least abe«t 40% of the composition is dissolved, 
wherein dissolution is measured in a discriminating aqueous media comprising sodium 
lauryl sulfate at 0.025 and wherein the rotating blade mciliod (European Pharmacopoeia) 
is used to measure dissolution. 

230. (Currently Amended) Tlic method of claim 1 94, wherein within about 10 minutes at 
least abotrt 40%, at least about 50%, aHcast abe«^ 60%, at least abeirt 70%» or aLLoasl-abiiHrt 
80% of the composition is dissolved, wherein dissolution is measured in a discriminating 
aqueous media comprising sodium lauryl sulfate at 0.025 M, and wherein the rotating blade 
method (European Phannacopocia) i-s used to measure dissolution. 

23 J . (Currently Amended) The method of claim 1 94, wherein within about 20 minutes at 
least abm*l 70%, at least about 80%, at least abetrt 90%, or at least ttbe**t 1 00% of the 
composition is dissolved, wherein dissolution is measured in a discriminating aqueous media 
comprising sodium lauryl sulfate at 0.025 M, and wherein the rotating blade method 
(European Pharmacopoeia) is used to measure dissolution. 

232, (Currently Amended) llie method of claim 194, wherein: 

(a) within about 5 minutes at least about 30% of the composition is dissolved, 
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(b) within about 10 minutes ai least tibetrt 70% of the composition is dissolved; and 

(c) within about 20 minutes at least about 90% of the composition is dissolved, 
wherein dissolution is measured in a discriminatitig aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

233. (Currently Amended) The method of claim 1 94, wherein: 

(a) within about 5 minutes at least about 40% of the composition is dissolved; 

(b) within about lO minutes at least aWtrt 80% of the composition is dissolved; and 

(c) within about 20 minutes at least about 100% of the composition is dissolved^ 
wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryJ 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

234. (Cunently Amended) The method of claim 194, wherein upon administration, the 
composition redisperses such that the redispersed particles of fenofibralc or a salt thereof 
have a mean particle size of less th£in about 500 nm. 

235. (Currently Amended) The method of claim 234, wherein the redispcrscd particles of 
tenofihratc or a salt thereof have a mean particle si^e selected from the group consisting of 
less than about 400 nm, less than obout 300 nm, less than about 250 nm, less than about 200 
nm. less than about 150 nm, less tlian abeut 100 mn, less than about 75 nm, and less than 
about 50 nm. 

236. (Currently Amended) The method of claim 194, v^hcrcin the composition 
redisperses in a biorelevant media such that the redispersed particles of fenofibrate or a salt 
thereof have a mc^m piirticle size of less than about 500 nm. 

237. (Currently Amended) The method of claim 236, wherein the redispersed particles of 
fenofibrate or a salt thereof have a mean particle sixe selected from the group consisting of 
less than about 400 nm, less than i*botrt 300 nm> less than about 250 nm, less than about 200 
nm, less than aboii^t: 1 50 nm, less than ubtHrt 1 00 nm, less than about 75 nm. and less than 
about 50 nm. 
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238. (Previously Presented) Tho method of claim 1 94, wherein the comiposition 
additionally comprises one or more active agents; selected from the group consisting ot MMG 
CoA reductase inhibitors and antihypertensives. 

239. (Previously Presented) The metliod of claim 194, wherein the subject is a human. 

240. (Cancelled) 

241 . (Previously Presented) 'Hie method of claim 194, wherein the method is used as 
adjunctive therapy to diet for the reduction of LDL-C, total-C, triglycerides, or Apo B in 
adult patients with primary hypercholesterolemia or mixed dyslipidcmia. 

242. (Previously Presented) The method of claim 194, wherein the method is used as 
adjunctive therapy to diet for treatment of adult patients with hypertriglyceridemia, 

243. (Previously Presented) The method of claim 1 94, wherein the method is used to 
decrease the risk of pancreatitis. 

244. (Previously Presented) The method of claim 1 94, wherein the method is used to treat 
indications where lipid regulating agents are typically used. 

245. (Previously Presented) Tlie method of claim 194, wherein the composition 
comprises at least one primary surface stabiliz.er and at least one secondary surface stabiliaier. 

' 246. (Previously Presented) The method of claim J 94, wherein the surface stabili/er is 
selected from the group c<3nsisting of a non-ionic surface stabiliser, an ionic surface 
stabiH^cer, an anionic surface stabilizer, a eationic surface stabilizer^ and a viwitterionic 
surface stabilizer. 

247. (Previously Presented) The method of claim 194, wherein the at least one surface 
stabilizer is selected from the group consisting of cctyl pyridinium chloride, gelatin, casein, 
phosphatides, dextran, glycerol, gum acacia, cholesterol, tragacanth, stearic acid, 
benzalkoniuni chloride, calcium stcarate, glycerol monostcarate, cetostearyl alcohol, 
cctomacrogo! emulsifying wax, sorbitan esters, polyoxycthylene alkyl ethers, 
polyoxyethylcne castor oil derivatives, poiyoxycthylene sorbitan fatty acid esters, 
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polyethylene glycols, dodecyl trimcthyl anunonium bromide, polyoxyethylene slcarates, 
colloidal silicon dioxide, phosphates, sodium dodecylsulfate, carboxytticthylcellulose 
calcium, hydroxypropyl cc]luloscs> hypromcllosc, carboxymethylccllulose sodium, 
mcUiylccUulosc, hydroxyetliylcellulosc, hypromellosc phthalatc, noncrystalline cellulose, 
magnesium aluminum silicate, trielhanolamine, polyvinyl alcohoK polyvinylpyrrolidone, 4- 
(1 ,1 3,3-tetramcthylbutyl)-phenol polymer with ethylene oxide and formaldehyde, 
poloxamers; poloxamines, a charged phospholipid, dioctylsulfosuccinatc, dialkylcstcrs of 
sodium sulfosuccinic acid, sodium lauryl sulfate, alkyl aryl polyether sulfonates, mixtures of 
sucrose stcarate and sucrose distearate, p-isononylphcnoxypoly-(glycidol), dccanoyl-N- 
methylglucamide; n-dccyl p-O-glucopyranoside; n-decyl p-Dn-naltopyranosidc; n-dodecyl p- 
D-glucopyranosidc; n-dodecyl p-D-maliosidc; heptanoyl-N-methylglucamidc; n-heptyl-p-D- 
glucopyranoside; n-heptyl P-D-thioglucosidc; n-hexyl p-D-glucopyranosidc; nonanoyl-N- 
tncthylglucamidc; n-noyl p-D-glucopyranoside; oclanoyl-N-mcthylglucamidc; n-octyl-p-D- 
glucopyranoside; ociyl p-D-thioglucopyranosidc; lysozymc, PEG-phospholipid, PEG- 
cholcsterol, PEG-cholesterol derivative, PEG-viianvin A, random copolymers of vinyl 
acetate and vinyl pyrrolidone, a cationic polymer, a cationic biopolymcr» a cationic 
polysaccharide, a cationic cellulosic, a cationic alginate, a cationic nonpolyincric compound, 
cationic phospholipids, cationic lipids, polyinethylmethacrylate trimethylammonium. 
bromide, sulfonium compounds, polyvinylpyrrolidone-Z-dimeihylaminocthyl metliacrylatc 
dimethyl sulfate^ hexadecyltrimethy! ammonium bromide, phosphonium compounds, 
qiiarternary ammonium compounds, benzyl -di(2-chloroethyl)ethyl ammonium bromide, 
coconut trimcthyl tunmonium chloride, coconut trimetliyl ammonium bromide, coconut 
methyl diliydroxycthyl ammonium chloride, coconut methyl dihydroxyethyl ammonium 
bromide, decyl trictliyl ammonium chloride, decyl dimethyl hydroxyethyl ammonium 
chloride, decyl dimethyl hydroxyethyl timmonium chloride bromide, Cj2 i5dimethyl 
hydroxycthyl ammonium chloride, Ciz-^sdimethyl hydroxyethyl ammonium chloride 
bromide, coconut dimethyl hydroxycthyl ammonium chloride, cocotiut dimethyl 
hydroxyethyl ammonium bromide, myristyl trimcthyl ammonium methyl sulphate, lauryl 
dimethyl benzyl ammonium chloride, lauryl dimethyl benzyl ammonium bromide, lauryl 
dimethyl (cthenoxy)4 ajiunonium chloride, lauryl dimethyl (ethenoxy)4 ammonium bromide, 
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N-alkyI (CrM«)dinrtethylben7.yl ammonium chloride, N-alkyl (CM.ig)dimcthyl-bwzyl 
ammonium chloride, N-ietradecylidmethylbcnzyl ammonium chloride monohydrate, 
dimethyl didccyl ammonium chloride, N-alkyl and (C,m4) dimethyl 1-napthylmelhyl 
ammonium chloride, tjimcthylammonium hulidc, alkyl-trimethylammonium salts, dtalkyl- 
dimethylammonium salts, lauryl trimethyl ammonium chloride, ethoxylated 
alkyainidoalkyldialkylammonium salt, an cthoxylaied trialkyl ammonium salt, 
dialkylbenzcne dialkylammonium chloride, N-didecyldimethyl ammonium chloride. N- 
tctradecyldimcthylbcnzyl ammonium, chloride monohydrate, N-alkyl(Ci2.M) dimethyl 1- 
naphlhylmethyl ammonium chloride, dodecyldimcthylbenryl ammonium chloride, dialkyl 
benzcnealkyl ammonium chloride, lauryl trimethyl ammonium chloride, alkylbcnzyl methyl 
amm<)nium cliloridc, alkyi benzyl dimethyl ammonium bromide, C12 trimethyl ammonium 
bromides, C| 5 trimethyl ammonium bromides, d? trimethyl ammonium bromides, 
dodecylbenzyl tricthyl anuDonium chloride, poly-diallyldimcthylanimonium chloride 
(DADMAC), dimethyl ammonium chlorides, alkyldimcthylammonium halogenides, tricctyl 
methyl ammonium chloride, decyltrimcthylammonium bromide, dodecyltrieihylaiTimonium 
bromide, leimdecyltrimethylammonium bromide, methyl triociylammonium chloride, 
tctrabutyl ammonium bromide, benzyl trimethyl ammonium bromide, choline esters, 
benzalkonium chloride, stearalkonium chloride compounds, cetyl pyridinium bromide, ceiyl 
pyridinium chloride, halide salts ofqualcmized polyoxyelhylalkylamincs, alkyI pyridinium 
salts; amines, amine salts, amine oxides, imide azolinium salts, protonated quaternary 
acryliUTkidcs, methylated quaternary polymers, and cationic guar. 

248. (Previously Presented) The method of claim J 94, wherein the composition 
comprises hypromellose, dioctyl sodium sulfosuccinale, and sodium lauryl sulfate as surface 
stabilizers. 

249. (Currently Amended) A method of treating a condition select ed from t he group 
consisting;: of hvDerchole sterolc mio. hvpcitriglyceri dcmia. cor onary heart disease, 
cardiovascular disorders, periphera l vasculiir diseas e, svtnptomatic caroti d artery disease, 
mixed dyslipidemia, and incre ased risk of pojicreatiti s a-subjee t in need comprising 
administering to a the subject an effective amount of a composition, wherein: 
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(a) Qic composition coniprisCvS particles of fenofibratc having a D90 particle siizc of leSsS 
than ahout 700 nm and at least one surface stabilizer; 

(b) the renolibnitc particles present in the composition rcdisperse in a biorclevant media; 
and 

(c) administration of the conipo5;ition to a human subject in a fasted sState is bioequivalont 
lo administration of the composition to a human subject in a fed state, wherein 
bioequi valency of the composition is established by: 

(i) a 90% Confidence Interval for AUC which is between 0.80 and 1 .25; and 

(ii) a 90% Confidence Interval for Cmaxy which is between 0.80 and 1 .25, 

250. (Previously Presented) The tnethod of claim 249, wherein the composition is 
bioequi valent to a micronized 54 mg fenofibrate oral solid dosage form. 

251 . (Previously Presented) The method of claim 249, wherein the composition is 
hiocquivalent to a micronized 160 mg fenofibratc oral solid dosage form. 

252. (Currently Amended) The method of claim 2^ 349, wherein the composition is a 
single daily dose, 

253. (Previously Presented) The method of claim 249, wherein the composition is 
bioequivalent to a micronized 200 mg fenofibratc oral solid dosage form. 

254. (Currently Amended) The method of claim 253 249, wherein the composition is a 
single daily dose. 

255. (Currently Amended) The method of claim 249, wherein the difference in AUC of 
the fenofibrate composition, when administered to a human subject in the fed versus the 
fasted state, is selected from the group consisting of less than oboui 35%, less than about 
30%, less than abeirt 25%, less than rf>out 20%, less than afeeet 15%, less than ebmi 10%, 
less than abM4 5%, and less than about 3%. 

256. (Previously Presented) The method of claim 249, wherein the composition, when 
administered to a human subject at a dose of about 160 mg, presents an AUC of about 1 39 
jAg/mL.h- 
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257. (Currently Amended) The method of claim 249, wherein the composition exhibits a 
Tittnx after administration to fasting human subjects selected from the group consisting of less 
than abotit 6 hours, less than «bwt 5 hours» less than abowl 4 hours, less than abotrt 3 hours, 
less than ehoi^ 2 hours, less than ab^Hrt ! hour, and less than abeut 30 minutes. 

258. (Currently Amended) The method of claim 249» wherein in companilive 
pharmacokinetic testing with a micronizcd fcnoflbrale 160 mg tablet or micronizcd 
fcnoflbraic 200 mg capsule, which are vStandard commercial formulations of microcrystalline 
fenofibratc, the composition exhibits u Tnmx selected from the gj'oup consisting of less than 
ab<^tft 90%, loss than abei*l 80%, less than erbeiit-70%, less than alHHrt 50%. less than about 
30%, and less than aboirt 25% of the T^^ exhibited by micronixed fcnofibrate tablet or 
capsule. 

259. (Previously Presented) The method of claim 249, wherein the fcnofibrate or a salt 
thereof is present in the composition in an amount selected from the group consisting of: 

(a) about 50 to about 500 g/kg fcnofibrate or a salt thereof per kg of composition; 

(b) about 100 to about 300 g/kg tenofibratc or a salt thereof per kg of composition; 

(c) about 200 to about 225 g/kg fcnofibrate or a salt thereof per kg of composition; and 

(d) about 1 1 9 to about 224 g/kg fcnofibrate or a salt thereof per kg of composition. 

260. (Previously Presented) TTie method of claim 249, wherein the composition 
cotnprises a dosage of about 145 mg of particles of fcnofibrate or a salt thereof, wherein: 

(a) the dosage is therapeutically cffccfive; and 

(b) the composition is biocquivalcnt to a micronizcd fcnofibrate 160 mg tablet or 200 mg 
capsule, wherein bioequi valency, when administered to a human, is established by a 
90% Confidence Interval of between 0,80 and 1 ,25 for both C„^^^ and AUG. 

261 . (Previously Presented) The method of claim 249, wherein the composition 
comprises a dosage of about 48 mg of particles of fcnofibrate or a salt thereof, wherein: 

(a) the dosage is therapeutically effective: and 
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(b) die composition is biocquivalcnt to a micronizcd fcnoiibratc 54 mg tablet, wherein 

bioequivalency, when administered to a human, is established by a 90% Confidence 

Interval ol between 0.80 and 1 .25 for both Cmw and AUC. 

262. (Previously Presented) The method of claim 249, wherein the composition 
comprises a dosage of about 160 mg of particles of fcnolibrate, wherein following 
administration to fasting human subjects tjic blood levels of fenofibric acid are at least 4.5 
mg/mL at one hour. 

263. (Previously Presented) The method of claim 262, wherein following administration 
of the composition comprising a dosage of about 1 60 mg of fenofibrate to fasting human 
subjects the blood levels of fenofibric acid are at least 6.5 mg/mL at two hours. 

264. (Previously Presented) The method of claim 262, wherein following administration 
of the composition comprising a dosage of about 160 mg of fenofibratc to fasting human 
subjects the blood levels of fenofibric acid are at least 7.0 mg/mL at three hours. 

265. (Previously Presented The method of claim 262, wherein fofh>wing administration 
of the composition comprising a dosage of about 160 mg of fenofibratc to fasting human 
subjects the blood levels of fenotibric acid arc at least 1 .5 mg/mL at twenty- four hours. 

266. (Previously Presented) The method of claim 249, wherein the composition 
comprises a dosage of about 160 mg of particles of fenofibratc or a salt thereof, and wherein 
following administration of the compo.sition to fasting human subjects the blood levels of 
fenofibric acid arc at least: 

(a) 1 .0 mg/mL at one hour: 

(b) 6.5 mg/mL at two hours; 

(c) 7.0 mg/mL at three hours; and 

(d) 1. 5 mg/mL at twenty-four hours. 

367. (Previously Presented) The method of claim 249, wherein the composition 
comprises a dosage of about 160 mg of particles of fenofibratc or a salt thereof, wherein 
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following adminisiralion of the composilion to high Tal fed human subjects the blood levels 

of fenofibric acid are at least 4.5 mg/mL at one hour. 

268. (Previouijly Pre$;cnted) The metiiod of clajm 267, wherein following administration 
of the composilion comprising a dosage of about 160 mg of fcnofibrate to high fat fed 
human subjects the blood levels of fenofibric acid are at least 3.0 mg/mL at Iwo hours. 

269. (Previously Presented) The method of claim 267, wherein following administration 
of the composition to higli fat fed human subjects the blood levels of fenofibric acid are at 
least 6,0 mg/mL at tour hours, 

270. (Previously Presented) The method of claim 267, wherein following administration 
of the composition cotnprising a dosage of about 160 mg of fenofibrate to high fat fed 
human subjects the hlood levels of fenofibric acid arc at least 6.5 mg/mL at five hours. 

271 . (Previously Presented) The method of claim 267, wherein following administration 
of the composition comprising a dosage of about 160 mg of fenofibrate to high fat fed 
human subjects the blood levels of fenofibric acid arc at least 1 .5 mg/mL at twenty- four 
hours.. 

272. (Previously Presented) The method of claim 249, wherein the composition 
comprises a dosage of about 160 mg of particles of fenofibrate or a salt thereof, and wherein 
following administration of the composition to high fat fed human subjects the blood levels 
of fenofibric acid arc at least: 

(a) 4.5 mg/mL at one hour; 

(b) 3.0 mg/mL at two hours; 

(c) 6.0 mg/mL at four hours; 

(d) 6.5 mg/ml - at five hours; and 

(e) 1 .5 mg/mL at twenty-four hours. 

273. (Previously Presented) The method of claim 249, wherein the fenofibrate or a salt 
thereof is selected from the group consisting of a crystalline phase, an amorphous phase, a 
semi-cryslallinc phase, a semi-amorphous phase, and mixtures thereof. 
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274. (Currently Amended) The jnclh^>d of claim 249, wherein the D90 particle .size of the 
particles oF fcnofibrate or a sak thereof is selected from the group consisting of less than 
abettl 600 nin, less than abowt 500 nni, less than abotrt 400 xm, less than «bfmt 300 nm. less 
than at^eui 250 nm, less than ab*Hrt 200 nni, less than abcwrt 1 50 nm, less th^m abetit 100 nm, 
less than ttWtrt 75 nni, and less than about SO nm. 

275. (Currently Amended) The method of claim 249, wherein the particles of fenofibrute 
or a salt thereof have a D^i* of less than ab<^irt 500 nm, 

276. (Currently Amended) Tlic method of claim 249, wherein the particles of fcnofibratc 
or a salt thereof have a D50 of less than ab^mt 350 nm, 

277. (Currently Amended) The method of claim 249, wherein the particles of fenofibratc 
or a salt thereof have a mean particle size of less than abeul 1 00 nm. ^ 

278. (Previously Presented) The method of claim 249, wherein the composition is 
formulated for administration selected from the group consisting of oral, pulmonary, rectal, 
opthalmic, colonic, parenteral, intracisiemal, intravaginal, intraperitoneal, local, buccal, 
nasal, luid topical administration. 

279. (Previously Presented) The method of claim 249, wherein the composition is 
formulated into a dosage form selected from the group consisting of liquid dispersions, oral 
suspensions, geln, aerosols^ ointments, creams, tablets, and capsules. 

280. (Previously Presented) Tlie method of claim 279, wherein the composition is 
fonnulatcd into a dosage foim selected from the group consistii^g of tablets and capsules. 

28 1 . (Previously Presented) The method of claim 280, wherein the composition is 
formulated into a tablet dosage form. 

282. (Previously Presented) The method of claim 249, wherein the composition is 
formulated into a dosage form selected from the group consisting of controlled release 
formulations, fast melt formuhuions, lyophilized fonnulations, delayed release formulations, 
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extended release formulations, pulsatile release Fomiulations, and mixed immediate release . 
and controlled release formulations. 

283. (Previously Presented) The method of claim 249, wherein the composition further 
comprises one or more phannaceutically acceptable excipients^ ciitriers, or a combination 
thereof. 

284. (Currently Amended) 'ITie method of claim 249, wherein within about 5 minutes at 
least about 20%, at least t^bool 30%, or at least about 40% of the composition is dissolved, 
wherein dissolution is measured in a discriminating aqueous media comprising sodium 
lauryl sulfate at 0.025 M, and wherein the rotating blade method (European Phamnacopocia) 
is used to measure dissolution, 

285. (Curi ently Amended) The method of claim 249, wherein within about 10 minutes at 
least atHH+t 40%, at least abewt 50%, at least ftbe«t 60%» aLlfeOSi abetit 70%, or at least cib&ut 
80% of the composition is dissolved, wherein dissolution is meas-ured in a discriminating 
aqueous media comprising sodium lauryl sulfate at 0,025 M, and wherein the rotating blade 
method (European Phannacopoeia) is used to measure dissolution. 

286. (Currently Amended) The method of claim 249, wherein within about 20 minutes at 
least ttbe«t 70%, at least ab^ 80%, at least abotrt 90%, or at lea^t aWt 1 00% of the 
composition is dissolved, wherein dissolution is measured in a discriminating aqueous media 
comprising sodixmi lauryl sulfate at 0.025 M, and wherein the rotating blade method 
(Kuropean Pharmacopoeia) is used to measure dissolution. 

287. (Currently Amended) Tlic method of claim 249, wherein: 

(a) within about 5 minutes at least abeut 30%> of the composition is dissolved; 

(b) within about 10 minutes at least al>©ut 70% of the composition is dissolved; and 

(c) within about 20 minutes at least abiwi 90% of the composition is dissolved, 
wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
lo measure dissolution. 
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288. (Currently Amended) The method of claim 249, wherein: 

(a) within about 5 minutes at least abcvut 40% of the composition is dissolved; 

(b) within about 10 minutes at least ttbout 80% of the composition is dissolved; and 

(c) within about 20 minutes at least abeul 100% of the composition is dissolved, 
wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to mezisure dissolution. 

289. (Currently Amended) The method of claim 249, wherein upon administration, the 
composition redisperses such that the redispcrsed particles of fcnolibratc or a salt thereof 
have a D90 particle size of less than about 700 run. 

290. (Currently Amended) Tlie method of claim 289, wherein the redispcrsed particles of 
fcnofibrale or a salt thereof have a D90 particle size selected from the gioup consisting of 
less than about 600 nm, less than about; SOO nm, less than obout 400 nm, less thzm about 300 
nm, less than about 250 nm, less than abeui 200 ntn, less than abo^ 150 lun, less than about 
100 nm, less than abeui 75 nm, and less than about 50 nm. 

291 . (Currently Amended) The method of claim 249, wherein the composition 
redisperses in a biorelcvant media such that the redispersed particles of fcnolibratc or a salt 
thereof have a D90 particle size of less than about 700 nm. 

292. (Currently Amended) The method of claim 291 , wherein the redispersed particles of 
fenofibratc or a salt thereof have a D90 particle size selected from the group consisting of 
less than about 600 nm, less than ab€Hi4 500 nm, less than about 400 nm, less than aboHl 300 
nm, less than about 250 nm, less than about 200 nm, less than about 150 nm, less than about 
100 nm, less than abeu4 75 nm, and less than abo«t 50 nm. 

293. (Previously Presented) The method of claim 249, wherein the composition 
additionally comprises one or more active agents selected from the group consisting of HMG 
CoA reductase inhibitors and antihypertensives. 

294. (Previously Presented) Tlie method of claim 249, wherein the subject is a human. 
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29.5. (Cancelled) 

296. (Previously Presented) n^c method of claim 249, wherein the method is used as 
adjunctive therapy to diet for the reduction of LDL-C. total-C. triglycerides, or Ap«> B in 
adult patients with primary hypercholesterolemia or mixed dyslipidcmia. 

297. (Previously Presented) The method of claim 249. wherein the method is used as 
adjunctive therapy to diet for treatment of adult patients with hypertriglyceridemia. 

298. (Previously Presented) The method of claim 249. wherein the method is used to 
decrease the risk of pancreatitis. 

299. (Previously Presented) The method of claim 249, wherein the method is used to treat 
indications where lipid regulating agents are typically used. 

300. (Previously Presented) The method of claim 249, wherein the composition 
comprises at least one primary surface stabilizer and at least one secondary surface stabili:tcr. 

30 1 . (Previously Presented) The method of claim 249. wherein the surface stabilizer is 
selected from the group consisting of a non-ionic surface stabilizer, an ionic surface 
stabilizer, an anionic surface stabilizer, a cationic surface stabilizer, and a zwiitcrionic 
surface stabilizer. 

302. (Previously Presented) Flic method of claim 249. wherein the at least one surface 
stabilizer is selected from the group consisting of cotyl pyridinium chloride, gelatin, casein. 
pho.sphatides. dextran, glycerol, gum acacia, cholesterol, fragacanth, stearic acid, 
benzalkonium cliloride, calcium .stearate, glycerol monostearate, cctostcaryl alcohol, 
cctomacrogol emulsifying wax. sorbitan esters, polyoxyethylene alkyl ethers, 
polyoxyethylcae castor oil derivatives, polyoxyethylene sorbitan fatty acid esters, 
polyethylene glycols, dodecy! irimcthyl ammonium bromide, polyoxyethylene stearatcs, 
colloidal silicon dioxide, phosphates, sodium dodccylsulfate, carboxymcthylcellulosc 
calcium, hydroxypropyl celluloses, hypromcllose, carboxymcthylcellulosc sodium, 
mcthylcellulose, hydroxyeihylcdlulosc. hypromcllose phthaUite, noncrystalline cellulose, 
magnesium aluminum .silicate, triethanolamine, polyvinyl alcohol, polyvinylpyrrolidone, 4- 
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(1 ,1 ,3.3-tctrainethy1butyl)-phenol polymer with ethylene oxide and fornialdchyde, 
poloxamers; poloxamincs. a charged phospholipid, dioclylsulfosuccinate. dialkylestcrs of 
sodium sultbsuccinic acid, sodium laury! sulfate, alkyl aryl polycther sulfonates, mixtures of 
sucrose stearate and sucrose di.stcarate. p-isononylphenoxypoly-{glycidol). decanoyl-M- 
methylglucamide; n-dccyl p-D-g!ucopyrunosidc; ivdecyl fi-D-maltopyranosidc; n-dodccyl P- 
D-glucopyranosidc; ivdodccyl p-D-maUoside; heptanoyl-N-methylglucamidc; n-hcptyl-^-D- 
glucopyranosidc: ii-hcptyl (i-D-ihioglucosidc; n-hexyl p-D-glucopyranoside; nonanoyl-N- 
methylglucamide; n-noyl p-D-glucopyranosidc: ocUinoyl-N-methylglucamidc; n-ogtyi-p-D- 
glucopyranoside; octyl (i-O-thioglucopyranoside: lysozymc, PKG-phospholipid, PKO- 
cholesterol. PEC5-cholesterx>l derivative, PEG-vitamin A, random copolymen? of vinyl 
acetate and vinyl pyrroHdonc, a cationic polymer, a cationic biopolymer, a cationic 
polysaccharide, a cationic cellulosic. a cationic alginate, a cationic nonpolyineric compound, 
cationic phospholipids, cationic lipids, polymcthylmcthaci-ylate irimethyhunnionium 
bromide, sultbnium compounds, polyvinylpyrrolidone-2-dimethylaminocthyl mcdiacrylatc 
dimethyl sulfate, hexadecylirimethyl ammonium bromide, phosphonium compounds, 
quartcmary ammonium compountl-s, benzyi-di(2-chlorocthyl)ethylammonium bromide, 
coconut trimethyl ammonium chloride, coconut trimethyl ammonium bromide, coconut 
methyl dihydroxyethyl ammonium chloride, coconut methyl dihydroxycthyl ammonium 
bromide, dccyl tricthyl ammonium chloride, decyl dimethyl hydroxyeihyl ammonium 
chloride, dccyl dimethyl hydroxyethyl ammonium chloride bromide, Ci^.isdimethyl 
hydroxyethyl ammonium chloride, Cz^isdimcthyl hydroxyethyl ammonium chloride 
bromide, coconut dimethyl hydroxyethyl ammonium chloride, coconut dimethyl 
hydroxyethyl ammonium bromide, myrislyl trimethyl ammonium methyl sulphate, lauryl 
dimethyl benzyl ammonium chloride, lauryl dimethyl benzyl ammonium bromide, lauryl 
dimediyl (cthenoxy)4 ammonium chloride, lauryl dimethyl (ethenoxy)^ ammonium bromide, 
N-alkyl (Cii.is)dimethylbcnzyl ammonium chloride, N-alkyI (C.4.iH)dimethyl-bcnzyl 
ammonium chloride, N-tetradccylidmethylbcnxyl ammonium chloride monohydratc, 
dimethyl didccyl ammonium chloride, N-alkyl and (C12.14) dimethyl 1 -napthylmcthyl 
ammonium chloride, trimethyl ammonium halidc, alkyl-trimethylammonium salts, dialkyl- 
dimethylammonium salts, lauryl trimethyl ammonium chloride, ethoxylated 
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alkyamidoalkyldialkylainmonium salt, an cthoxylatcd trialkyl ammonium salt, 
diaJkylbenzcnc dialkylammoniuni chlondc, N-didecyldimethyl ammonjum chloride, N- 
tetradccyldimcthylbenzyl ammonium, chloride monohydralc, N-alkyl(Ci2.H) dimethyl !- 
naphthylmethyJ ammonium chloride, dodccyIdimethylbcn-/y1 ammonium chloride, dialkyl 
benzencalkyl ammonium chlonde, lauryl trimcthyl ammonium chloride, alkylbenzyl methyl 
ammonium chloride, alkyl benzyl dimelhyl ammonium bromide, Cjtrimethyl ammonium 
bromides, Cjtrimethyl ammonium bromides, C,7 trimcthyl ammonium bromides, 
dodccylbcnzyl triethyl ammonium chloride, poly-diallyldimethylammonium chloride 
(DADMAC), dimethyl ammonium chlorides, alkyldimclhylammonium halogenides, iricetyl 
methyl ammonium chloride, dccyltrimcthykunmonium bromide, dodecyltriethylammonium 
bromide, ictradecyltrimelhyl ammonium bromide, methyl trioctylammonium chloride, 
tctrabutylammonium bromide, benzyl trijKicthylammonium bromide, choline esters, 
bcny.alkonium chloride, stearalkonium chloride compounds, cctyi pyridinium bromide, cetyl 
pyridinium chloride, halide salts of quatemizcd polyoxyethylaikylamines, alkyl pyridinium 
salts; amines, amine salts, amine oxides, imide azolinium salts, protonatcd quaternary 
acrylamide.s, methylated quaternary polymers, and cationic guar, 

303 . (Previously Presented) The mediod of claim 249, wherein the composition 
comprises hypromellosc, dioctyl sodium sulfosuccinate, and sodium lauryl sulfate as surface 
stabilizers. 

304. (New) A method of treating a contiition selected irom the group consisting of 
hyi>ercholesterolc»«ia, hypertnglyceridemia, coronary heart disease, cardiovascular di.sordcrs,, 
peripheral vascular disea.se, symptomatic carotid ancry disease, mixed dyslipidemia, and 
increased risk of pancreatitis comprising administering to a subject an effective amount of a 

compo.sition, wherein: 

(a) the composition comprises particles of fenoftbratc having a D50 particle size of about 

500 nm and at least one suri'ace stabilizer; 

(b) the fenoHbrate particles present in the composition rcdispcrsc in a biorclevant media; 
and 
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(c) adiTiinistralion of the composition to a human subject in a faslcd sWte is biocquivalent 
to administration of the composition to a human subject in a fed slate, wlicrein 
bioequivalency of the composition is established by: 

(i) a 90% Confidence Interval for AUC which is between 0.80 and 1 .25; and 

(ii) a 90% Confidence Interval for Cmi.v which is between 0.80 and 1.25. 

305. (New) The method of claim 304. wbtJrcin the composition is biocquivalent to a 
micronizcd 54 mg fcnofibrate oral solid dosage form. 

306. (New) The method of claim 304. wherein the composition is biocquivalent to a 
micronized 1 60 mg fenofibrate oral solid dosage form. 

307. (New) The method of claim 306, wherein the composition is a single daily do.se. 

308. (New) l-he method of claim 304, wherein the composition is biocquivalent to a 
micronized 200 mg fenofibrate oral solid dosage form. 

309- (New) The method of claim 308, wherein the composition is a single daily dose. 

310. (New) Themethodofclaim304, whcreinthcdifferencein AUCofthefcnofibrate 
composition, when administered to a human subject in the fed versus the fasted state, is 
selected from the group consisting of about 35%, about 30%, about 25%, about 20%, about 
1 5%, about 10%, about 5%, and about 3%. 

311. (New) The method of claim 304, wherein the composition, when administered to a 
human subject at a dose of about 160 mg, presents an AUC of about 139 ng/mL.h. 

3 1 2. (New) The method of claim 304. wherein the composition exhibits a after 
administration to fasting human subjects selected from the group consisting of about 6 hours, 
about 5 hours, about 4 hours, about 3 hours, about 2 hours, about 1 hour, and about 30 
minutes. 

313. (New) llic method of claim 304, wherem in comparative phannocokinetic testing 
with a micronizcd fenofibrate 1 60 my tablet or microni/cd fenofibrate 200 mg capsule, 
which are standard commercial formulations of microcrystallinc fcnofibrate, the composition 
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exhibits a T_ selected Itom the group c<,nsistine of about 90%, about 80%, about 70%, 
about 50%, about 30%, a3.d about 25% of the T«,, exhibited by micronized fcnof.brate tablet 
or capsule, 

314. (New) The method of claim 304, wherein the fenoHbrate or a salt thereof is present 
in the composition in an amount selected from the group consisting of: 

(a) about 50 to about 500 g/kg fenofibralc or a salt thereof per kg of composition; 

(b) about 100 to abo«t 300 g/kg fcnofibratc or a salt thereof per kg of composition; 

(c) about 200 to about 225 g/kg fenofibralxs or a salt thereof per kg of composition: and 

(d) about 1 19 to about 224 g/kg fenofibrate or a salt thereof per kg of composition. 

3 1 5. (New) llie method of claim 304, wherein the composition comprises a dosage of 
about 1 45 mg of particles of icnofibrate or a salt thereof, wherein: 

(a) the dosage is therapeutically effective; and 

(b) the composition is bioequi valcnt to a microni/.cd fenofibrate 1 60 mg tablet or 200 mg 
capsule, wherein bioequi valency, when administered to a human, is established by a 
90% Confidence Interval of between 0.80 and 1.25 for both C™, and AUC. 

3 1 6. (New) The method of claim 304, wherein the composition comprises a dosage of 
about 48 mg of particles of fenofibrate or a salt thcreot; wherein: 

(a) the dosage is therapeutically effective; and 

(b) ttic composition is bioequivalent to a micronizcd fenofibrate 54 mg tablet, wherein 
biocquivalcncy, when administered to a human, is established by a 90% Confidence 
Interval of between 0.80 and 1 .25 for both Cmax and AUG, 

3 1 7. (New) The method of claim 304, wherein the composition comprises a dosage of 
about 160 mg of particles of fcnofibrate, wherein following administration to fasting human 
subjects the blood levels of fenofibric acid are at least 4.5 mg/mL at one hour. 

318. (New) The method of claim 3 1 7, wherein following administration of the 
composition comprising a dosage of about 1 60 mg of fenofibrate to fasting human subjects 
tlie blood IcvcLs of fenofibric acid are at least 6.5 mg/mL at two hours. 
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319. (New) 'Flic method of claim 3 1 7, wherein following adminislralion of the 
composition comprising a dosage ofaU^ut 1 60 mg of fcnofibrate to fasting human subjects 
the blood levels of fenofibric acid are ai least 7.0 mg/mL at tlirec hours. 

320. (New) The method of claim 317, wherein following administration of the 
composition comprising a dosage of about 160 mg of fcnolibratc to fasting human subjects 
the blood levels of fenofibric acid are at least 1 .5 mg/mL at twenty- four hours. 

321 . (New) The method of claim 304, wherein the composition comprises a dosage of 
about 1 60 mg of particles of fenofibrate or a salt thereof, and wherein following 

admin istration of the composition to fasting human subjects the blood levels of fenofibric 
acid are at least: 

(a) 1 .0 mg/mL at one hour; 

(b) 6.5 mg/rnL at two hours; 

(c) 7,0 mg/mL at tluee hours; and 

(d) I -5 mg/mL at twenty- four hours. 

322. (New) The method of claim 304, wherein the composition comprises a dosage of 
about 160 mg of particles of fenofibrate or a salt thereof, wherein following administration 
of the compo.sition to high fat fed human subjects the blood levels of fenofibric acid are at 
least 4.5 mg/mL at one hour. 

323. (New) The method of claim 322, wherein following administration of the 
composition comprising a dosage of about 1 60 mg of ienofibrate to high fat fed human 
i>ubject5> the blood levels of fenofibric acid arc at least 3.0 mg/mL at two hours. 

324. (New) The method of claim 322» wherein following administration of the 
composition lo high fat fed human subjects the blood levels of fenofibric acid are at least 6.0 
mg/mL at four hours. 

325. (New) The method of claim 322. wherein following administration of the 
composition comprising a dosage of about 160 mg of fenofibrate to high fat fed human 
subjects the blood levels of fenofibric acid are at least 6.5 mg/mL at five hours. 
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326, (Mew) The method of claim 322, wherein Iblknving administration of the 
composition comprising a dosage of about 160 mg of fenofibratc to high fat fed human 
subjects the blood Icvd.s of fenoftbric acid arc at least 1 .5 mg/mt at twenty-four hours. 

327. (New) Tlic method of claim 304, wherein the composition comprises a dosage of 
about 1 60 mg of particles of fenofibratc or a salt thereof, and wherein following 

- administration of the compofsiiion to high fat fed human subjects the blood levels of 
fenofibric acid are at least: 

(a) 4.5 mg/mL at one hour; 

(b) 3.0 mg/mL at two hours; 

(c) 6.0 mg/mL at four hours; 

(d) 6.5 mg/mL at live hours; and 

(e) 1 .5 mg/mL at twenly-lbur hours. 

32X. (New) The method of claim 304, wherein the fenofibratc or a salt thereof is selected 
from the group consisting of a crystalline phase, an amorphous phase, a semi -crystal line 
phase, a semi-amorphous phase, and mixtures thereof 

329. (New) The method of claim 304, wherein the D50 particle size of the particles of 
fenofibrate or a salt thereof are selecte<i fi om the group consisting of about 400 nm, about 
300 nm, about 250 nm, about 200 mn, about 150 nm, about 100 nm, about 75 nm, and about 
50 nm. 

330, (New) The method of claim 304, wherein the particles of fcnolibratc or a salt thereof 
have a Do'> of about 500 am, 

33 L (New) The method of claim 304, wherein the particles of fenofibratc or a salt thereof 
have a D50 of about 350 nm. 

332. (New) The method of claim 304, wherein the particles of fenofibratc or a salt thereof 
have a mean particle size of about 100 nm. 

333. (New) The method of claim 304, wherein the composition is formulated for 
administration selected from the group consisting of oral, pulmonary, rectal, oplhalmic, 
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colonic, parenteral, intracistcnml, intruvaginui. intraperitoneal, local, buccal, nasal. »vnd 
topical administration. 

334. (New) The method of claim 304, wherein the composition is formulated into a 
do-sagc form selected from the group consisting of liquid dispersions, oral suspensions, gels, 
aerosols, ointments, creams, tablets, and capsules. 

335. (New) The method of claim 334, wherein the composition is fonnulated into a 
dosage Ibrm selected from the group consisting of tablets and capsules. 

336. (l^^ew) The method of claim 335, wherein the composition is fonnulated into a tablet 
dosage form. 

337 . (New) The method of claim 304, wherein the composition is formulated into a 
dosage form selected from the group consisting of controlled release formulations, fast melt 
fonnulations, lyophilized formulations, delayed release formulations, extended release 
formulation.*;, pulsatile release formulations, and mixed immediate release and controlled 
release formulations. 

338. (New) The method of claim 304, wherein the composition further comprises one or 
more pharmaccutically acceptable cxcipicnts, carriers, or a combination thereof. 

339. (New) The method of claim 304, wherein within about 5 minutes about 20%, about 
30%, or about 40% of the composition is dissolved, wherein dissolution is measured in a 
discriminating aqueous media comprising sodium lauryl sulfate at 0.025 M, and wherein the 
rotating blade method (European Pharmacopoeia) is used to measure dissolution. 

340. (New) Tlae method of claim 304. wherein within about 1 0 minutes about 40%, about 
50%. about 60%, about 70%, or about 80% of the composition is dissolved, wherein 
dissolution is measured in a discriminating aqueous media comprising sodium lauryl sulfate 
at 0.025 M, and wherein the rotating blade method (European Phannacopocia) is used to 
measure dissolution. 
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341 . (New) The method of claim 304, wherein within about 20 minutes about 70%. about 
80%, about 90%, or about 100% of the composition is dissolved, wherein dissolution is 
measured in a discriminating aqueous media comprising sodium lauryl sulfate at 0.025 M. 
and wherein the rotating blade method (European Pharmacopoeia) is used to mca.sure 
dissolution. 

342. (New) The method of claim .104, wherein: 

(a) within about 5 minutes about 30% of the composition is dissolved; 

(b) within about 10 minutes about 70% of the composition is dissolved; and 

(c) within about 20 minutes ^out 90% of the composition is dissolved, 

wherein dissolution is measured in a discriininating aqueous media compri.sing sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure djssi>lution. 

343. (New) Tlic method of claim 304, wherein: 

(a) within about 5 minutes about 40% of the composition is dis.solvcd; 

(b) within about 10 minutes about 80% of the composition is dissolved; and 

(c) within about 20 minutes about 1 00% of the composition is dissolved, 

wherein dissolution i.s measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

344. (New) The method of claim 304, wherein upon administration, the composition 
redisperses such that the rcdisperscd particles of fenofibrate or a salt thereof have a D50 
particle size of about 500 nm. 

345. (New) The method of claim 344, wherein the rcdispersed pmliclcs of fenofibrate or a 
salt thereof have a D50 particle size selected from the group consLsting of about 400 nm, 
about 300 nm, about 250 nm, about 200 nm, about 1 50 nm, about 100 nm. about 75 nm, and 
about 50 nm. 
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346. (New) The method of claiin 304, wherein the composition redtsperscs in a 
biorclevant media such that the rcdispersed particles of fenotibrate or a salt thereof have a 
D50 particle size of about 500 nm. 

347. (New) The method of claim 346, wherein the redtspcrsed particles of fcnofibratc or a 
salt thereof have a D50 particle size selected from the group consisting of about 400 nm, 
about 300 nm, about 250 nm, about 200 nm, about 150 nm, about 100 nm, about 75 nm, and 
about 50 nm. 

348. (New) The method of claim 304, wherein the composition additionally comprises 
one or more active agents selected from the group consisting of HMG CoA reductase 
inhibitors and antihypertensives. 

349. (New) Tlic method of claim 304, wherein the subject is a human. 

350- (New) The method of claim 304, wherein the method is used a,s adjunctive therapy 
to diet tor the reduction of LDL-C, total-C, triglycerides, or Apo B in adult patients with 
primary hypercholesterolemia or mixed dyslipidcmia, 

35 1 . (New) The method of claim 304, wherein the method is used as adjunctive therapy 
to diet for trcatn-jcnt of adult patients with hypertriglyceridemia. 

352. (New) The method of claim 304, wherein the method is used to decrease the risk of 
pancreatitis. 

353. (New) Tlic method of claim 304, wherein the method is used to treat indications 
where lipid regulating agents arc typically used. 

354. (New) Tlie mctliod of claim 304, wherein the composition comprises at least one 
primary surface stabilizer and at least one secondary surface stabilizer. 

355. (New) The method of claim 304, wherein the surface stabiliir.er is selected from the 
group coHvSisting of a non-ionic surface stabilizer^ an ionic surface stabilizer, an anionic 
surtace stabilizer, a cationic surface stabilizer, and a zwittCTionic surface stabilizer. 
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3 56. (New) The method of claim 304, wherein the at least one surface stabilizer is 
.selected from the group consisting of cetyl pyridinium chloride, gelatin. ca.sein, 
pho.sphatide.s, dcxtran, glycerol, gum acacia, cholesterol, tragacanth, stearic acid, 
benzalkonium chloride, calcium stearaic, glycerol monostcarate, cctostearyl alcohol, 
cctomaerogol emulsifying wax. sorbitan esters, polyoxycthylene alkyl ethers, 
polyojcyethylene ca.stor oil derivatives, polyoxycthylene sorbitan fatty acid esters, 
pcjlycthylene glycols, dodccyl tnmcthyl ammonium bromide, polyoxycthylene stearatcs, 
colloidal silicon dioxide, phosphates, sodium dodccylsulfate, carboxymethylcellulose 
calcium, hydroxypropyl celluloses, hypromellose, carboxymethylcellulose sodium, 
mcthylccllulose, hydroxyethylccllulosc, hypromellose phthalate. noncrystalline cellulose, 
magnesium aluminum silicate, tricthanolaminc. polyvinyl alcohol, polyvinylpyrrolidone. 4- 
<l,l,3,3-tetr4mcthylbutyl)-phcnol polymer with ethylene oxide and formaldehyde, 
poloxamers; poloxamines, a charged phospholipid, dioctylsulfosuccinate, dialkylesters of 
sodium sulfosuecinic acid, sodium lauryl .sulfate, alkyl aryl polyether sulfonates, mixtures of 
sucrose ste:irate and sucrose distearate. p-isononylphcnoxypoiy-(glycidol), decanoyl-N- • 
methylgluciunide; n-decyl P-O-glucopyranoside; n^eeyl |i-D-maltopyranoside; n-dodecyl (J- 
O-glucopyranoside; n-dodecyl p-D-maltoside; heptanoyl-N-methylglucamide; n-heptyl-fi-D- 
glucopyranoside; n-heptyl P-D-thioglucosidc; n-hexyl p-D-glucopyianoside; nonanoyl-N- 
mcthylglucamide; n-noyi (i-D-giueopyranoside; octanoyl-N -methyl glucamidc; n-octyl-p-D- 
glucopyranoside; octyl p-D-thioglucppyranosidc; Jysozyme, PEG-phospholipid, PEO- 
cholcstcrol, PEG-cholesterol derivative. PEG-vitamin A. random copolymers of vinyl 
acetate and vinyl pyirolidone, a cationic polymer, a cationic biopolymer. a caiionic 
(polysaccharide, a cationic cellulosic, a cationic alginate, a caiionic nonpolymcric compound, 
cationic phospholipids, cationic lipids, polymethylmethacrylate trimethylammonium 
bromide, sulfonium compounds, polyvinylpyrrolidone-l-dimethylaminoethyl methacrylatc 
dimethyl suH^tc, bexadccyltrimethyl ammonium bromide, phosphonium compounds, 
.juartcmary ammonium compounds, benzyl-di(2-chloroethyl)cihyiammonium bromide, 
coconut trimcthyl ammonium chloride, coconut trimcthyl ammonium bromide, coconut 
methyl dihydroxycthyl ammonium chloride, coconut methyl dihydroxyclhyl ammonium 
bromide, decyl triethyl ammonium chloride, dccyl dimethyl hydroxyethyl ammonium 
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chloride, decyl dimethyl hydroxycthy! ammonium chloride bromide* Cij-isdimcthyl 

hydroxycthyl airuiioniimi chloride, Ci^-isdimcthyl hydroxycthyl ainmonium chloride 

bromide, coconut dimethyl hydroxycthyl ammonium cliloridc* coconut dimethyl 

hydroxycthyl ammonium bromide, myiistyl trimcthyl ammonium methyl sulphate, lauryl 

dimethyl benzyl ammonium chloride, lauryl dimethyl benzyl ammonium bromide, lauryl 

dimethyl (ethcnoxy)4 ammonium chloride, lauryl dimetliyl (ethenoxy)4 ammonium bromide, 

N-alkyl (Ci2-i»)dimcthylbcnzyl ammonium chloride, N-alkyl (Ci4-i»)dimcthyl-bcnzyl 

ammonium chloride, N -tetrad ecyltdmethylbenzyl ammonium chloride monohydrate, 

dimethyl didccyl anunonium chloride, N-aJkyI and (Ci>.t-i) dimethyl 1 -napthylmethyl 

ammonium chloride, trimethylammonium halide, alkyi-trimcthylammonium salts, dialkyl- 

dimethylammonium salts, lauryl trimcthyl ammonium chloride, ethoxylated 

atkyamidoalkyldialkylammohium salt, an ethoxylated trialkyl ammonium salt^ 

dialkylbcnzenc dialkylammonium chloride, N-didecyldimethyl ammonium chloride, N- 

tctradecyldimethylbenzyl ammonium^ chloride nionohydrate, N-a!kyl(C 12-14) dimethyl l- 

naphlhylmeihyl ammonium chloride, dodccyldimcthylbcnzyl ammonium chloride, dialkyi 

benzenealkyi ammonium chloride, lauryl trimethyl ammonium chloride, alkylbenzyl methyl 

ammonium chloride, alkyl benzyl dimethyl ammonium bromide, C12 trimethyl ammonium 

bromide.^, C15 trimethyl ammonium bromides, C?7 trimethyl ammonium bromides, 

dodecylbenzyl. tricthyl ammonium chloride, poly-diallyldimethylammonium chloride 

(DADMAC), dimethyl ammonium chlorides, alkyldimethylammonium halogcnidcs, trieetyl 

methyl ammonium chloride, dccyltrimcthylammonium bromide, dodccyltriethylammonium 

bromide, tetradecyltrimethylammonium bromide, methyl trioctylammonium chloride. 

tetrabutyl ammonium bromide, benzyl trimethylammonium bromide, choline esters. 

benzalkonium chloride, stcaralkonium chloride compounds, cetyl pyridinium bromide, cetyl 

pyridinium chloride, halide salts of quatemized polyoxyethylalkylamines, alkyl pyridinium 

salts; amines, amine salts, amine oxides, imide azolinium salts, protonated quaternary 

acrylumides, methylated quaternary polymers, and cationic guar. 

357. (New) The method of claim 304, wherein the composition comprises hypromellose, 
dioctyl sodium sulfosucctnatc, and sodium lauryl sulfate as surface stabilizers. 
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358. (New) A method of treating a condition selected from the group consisting of 
hypercholesterolemia, hypertriglyceridcrnia, coronary heart disease, Ccirdio vascular disorders, 
peripheral vascular dissease, symptomatic carotid artery disease, mixed dyslipidcmia, and 
increased risk of pancreatitis comprising administering to a subject an effective amount of a 
composition, wherein: 

(a) the composition comprises particles of fcnofibrate having a mean particle size of 
about 500 nm and at least one surface stabilizer; 

(b) Uie fcnotlbrate particles present in the composition rcdispcrse in a biorclevant media; 
and 

(c) administnition of the composition to a human subject in a fasted stale is biocquivalcnt 
to administration of the composition to a human subject in a fed state, wherein 
bioequi valency of the composition is established by: 

(i) a 90% Confidence hiterval for AUG which is between 0.80 ;uid 1 .25; and 

(ii) a 90% Confidence Interval for C^v^k^ which is between O.SO and 1 .25- 

359. (New) The method of claim 358, wherein the composition is biocquivalcnt to a 
micronized 54 mg fcnofibrate oral solid dosage form. 

360. (New) Tlie method of claim 358, wherein the composition is bioequivalent to a 
micronized 160 mg fcnofibrate oral solid dosage form. 

361 . (New) The method of claim 360> wherein the composition is a single daily dose. 

362. (New) The method of claim 358, wherein the composition is bioequivalent to a 
micronized 200 mg fcnofibrate oral solid dosage form. 

363. (New) The method of claim 362, wherein the composition is a single daily dose. 

364. (New) Tlie method of claim 358, wherein the difference in AUC of the fc-nofibraie 
composition, when administCTcd to a human subject in the fed versus the fasted state, is 
selected from the group consisting of about 35%, about 30%, about 25%, about 20%, about 
15%, about 10%, about 5%, and about 3%. 
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365. (New) The method of claim 358, wherein the composition, when adminislercd to a 
human subject at a dose of about 160 mg, presents irn AUC of about 139 ^g/mL.h. 

366. (New) The method of claim 358, wherein iho compoitition exhibits a Tmux ofter 
administration to fasting humaj^ subjects selected from the group consisting of about 6 hours, 
about 5 hours, about 4 hours, about 3 hours, about 2 hours, about 1 hour, and about 30 
minutes, 

367. (New) The method of claim 358, wherein in comparative pharmacokinetic testing 
with a micronizcd fcnofibrate 1 60 mg tablet or micronized fenofibratc 200 mg capsule, 
which are standard commercial foimulaiions of microcryslalline fenofibratc, the composition 
exhibits a Tm»x selected from the group consisting of about 90%, about 80%, about 70%, 
about 50%, about 30%, and about 25% of the Tma.x exhibited by micronizcd fenofibratc tablet 
or capsule. 

368. (New) Hie method of claim 358, wherein the fenofibratc or a salt thereof is present 
in the composition in an amount selected from the group consisting of: 

(a) about 50 to about 500 g/kg fenofibratc or a salt thereof per kg of composition; 

(b) about 100 to about 300 g/kg fenofibratc or a salt thereof per kg of composition; 

(c) about 200 to about 225 g/kg fenofibratc or a salt thereof per kg of composition; and 

(d) about n 9 to about 224 g/kg fcnofibrate or a salt thereof per kg of composition. 

369. (New) 1'hc method of claim 358, wherein Ihc composition comprises a dosage of 
about 1 45 mg of particles of fenofibratc or a salt thereof, wherein; 

(a) the dosage is tlierapeutically ciTcctivc; and 

(b) the composition is bioequivalent to a micronizcd fcnofibrate 160 mg tablet or 200 mg 
capsule, wherein bioequivaicncy, when administered to a human, is established by a 
90% Confidence Interval of between 0.80 and 1 .25 for both Cu^^^ and AUC. 

370. (New) The method of claim 358, wherein the composition comprises a dosage of 
• about 48 mg of particles of fenofibratc or a salt thereof wherein: 

(a) the dosage is therapeutically effective; and 
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(b) the composition is biocquivaicnt to a micronizcd fenolibrato 54 mg tablet, wherein 

bioequivaJcncy, when administeied to a human, is established by a 90% Confidence 

Interval of between 0,80 and 1.25 for both and AUC. 

371 . (New) The method of claim 358, wherein the composition comprises a dosage of 
about 160mg of particles of fcnollbrate, wherein following administration to fasting human 
subjects the blood levels of fenofibric acid are at least 4.5 mg/mL at one hour. 

372. (New) The method of claim 371, wherein following administration of the 
composition comprising a dosage of about 160 mg of fcnofibratc to fasting human subjects 
the blood levels of fenofibric acid arc at least 6,5 mg/ml- at two hours. 

373. (New) The method of claim 371, wherein following administration of the 
composition comprising a dosage of about 160 mg of iinofibrate to fasting human subjects 
the blood levels of Icnoiibric acid are at least 7,0 mg/mL at three hours. 

374. (New) The method of claim 371, wherein following administration of the 
composition comprising a dosage of about 160 mg of fenolibratc to fasting human subjects 
the blood levels of fenofibric acid are at least 1 .5 mg/mL at twenty-four hours. 

375. (jNew) Tlic method of claim 358, wherein the composition comprises a dosage of 
about 160 mg of particles of fenofibraie or a salt thereof, and wherein following 
administration of the composition to fasting human subjects the blood levels of fenofibric 
acid arc at least: 

(a) I -0 mg/mL at one hour; 

(b) 6.5 mg/mL at two hours; 

(c) 7,0 mg/mL at three hours; and 

(d) 1 .5 mg/mL at twenty-four hours. 

376. (New) The method of claim 358, wherein the composition comprises a dosage of 
about 160 mgof particles of fenofibraie or a sah thereof, wherein following administration 
of the composition to high fat fed human subjects the blood levels of fenofibric acid are at 
least 4.5 mg/mL at one hour. 
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377. (New) llic method of claim 376, wherein following administration of the 
composition comprising a dosage of about 1 60 mg of ixjnofibratc to high fat fed hun^an 
subjects the blood leveb of fcnofibric acid <ire at least 3.0 mg/mL at two hours. 

378. (New) Tlic method of claim 376, wherein following administration of the 
composition to high tat fed human subjects the blood levels of ienofibric acid are at least 6.0 
mg^mL at four hours. 

379. (New) Tlic method of claim 376, wherein following administration of the 
composition comprising a dosage of about 1 60 mg of fenofibrate to high fed human 
subjects the blood levels of fcnofibric acid arc at least 6.5 mg/ml. at five hours. 

380. (New) The method of claim 376, wherein following administration of the 
composition comprising a dosage of about 1 60 mg of fenofibrate to high fat fed human 
subjects the blood levels of fenoftbric acid are at least 1.5 mg/mL at twenty-four hours. 

381 . (New) The method of claim 358, wherein the composition comprises a dosage of 
about 160 mg of particles of fenofibrate or a salt thereof, and whcTcin following 
administration of the cotnposition to high fat ii^d human subjects the blood levels of 
fcnofibric acid are at least: 

(a) 4.5 mg/mL at one hour; 

(b) 3.0 mg/mL at two hours; 

(c) 6.0 mg/mL at four hours; 

(d) 6.5 mg/mL at five hours; and 

(e) 1.5 mg/mL at twenty-four hours. 

382. (New) Tlic method of claim 358, wherein i}\c fenofibrate or a salt thereof is selected 
from the group consisting of a crystalline phase, an amorphous phase, a semi-cTystalltne 
phase, a semi -amorphous phase and mixtures thereof. 

383. ( New) Tlie mcUiod of claim 358» wherein the mean particle size of the particles of 
fenofibrate or a salt thereof is selected from the group consisting of about 400 nm, about 300 
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nm, about 250 rnn, about 200 nm, about 1 50 nm, about 100 nm, about 75 nm, and about 50 

< 

van, 

384. (New) The method of claim 358, wherein the particles of fcnofibratc or a salt thereof 
have a D^v of about 500 nm. 

385. (New) The method of claim 358> wherein the particles of fenofibnite or a salt thtsrcof 
have a Dm) of about 350 nm. 

386. (New) The method of claim 358, wherein the particles of fenofibrate or a salt thereof 
have a mean particle size of less than 100 nm. 

387. (New) The method ordaim 358, wherein the composition is formulated for 
administration selected from die group consisting of oral, pulmonary, rectal, opthalmic, 
eolonic, parenteral, iniracistemal, intravaginal, intraperitoneal, local, buccal, nasal, and 
topical administration^ 

388. (TSIcw) The method of claim 358, wherein the composition is formulated into a 
dosage form selected from the group consisting of liquid dispersions, oral suspensions, gels, 
aerosols, ointments, creams, tablets, and capsules. 

389. (New) The method of claim 388, wherein the composition is fonnulated into a 
dosage fonn selected from the group consisting of tablets and capsules. 

390. (New) The method of claim 389, wherein the compi>sition is formulated into a tablet 
dosage form. 

391. (New) The method of claim 358, wherein the composition is formuhitcd into a 
dosage form selected from the group consisting of controlled release formulations, fast melt 
formulations, lyophiUzed tonnulations, delayed release formulations, extended release 
formulations, pulsatile release formulations, and mixed immediate release and controlled 
release fomiulations. 

392. (New) The method of claim 358, wherein the composition further comprises one or 
more pharmaceutical ly acceptable cxcipicnts, carriers, or a combination thereof. 
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39:}. (New) The meihocl of claim 358, wherein within about 5 minutes about 20%. about 
30%, or about 40% of the composition is dissolved, wherein dissolution is measured in a 
discriminating aqueous media comprising sodium lauryl sulfate at 0.025 M, and wherein the 
rotating blade method (European Pharmacopoeia) is used to measure dissolution. 

394. (New) The method of claim 358, wherein within about 1 0 minutes about 40%, about 
50%, about 60%, about 70%, or about 80% of the composition is dissolved, wherein 
dissolution is measured in a discriminating aqueous media comprising sodium lauryl .sulfate 
at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used to 
measure dissolution. 

395. (New) The method of claim 355. wherein within about 20 minutes about 70%, about 
80%, about 90%, or about 100% of the composition is dissolved, wherein dissolution is 
measured in a discriminating aqueous media comprising sodium lauryl sulfate at 0.025 M, 
and wherein the rotating blade method (European Pharmacopoeia) is used to measure 
dissolution. 

396. (New) The method of claim 358, wherein: 

(a) within about 5 minutes about 30% of the composition is dissolved; 

(b) within about 10 minutes about 70% of the composition is dissolved; and 

(c) within about 20 minutes about 90% of the composition is dijwolvcd, 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein tlie rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

397. (New) The method of claim 358, wherein: 

(a) within about 5 minutes about 40% of the composition is dissolved; 

(b) within about 10 minutes about 80% of the composition is dissolved; and 

(c) within about 20 minutes about 100% of the composition is dissolved, 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 
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398. (New) The method of claim 358, wherein upon administration, the composition 
rcdispcrscs such that the rcdisperscd particles o f Icnofibratc or a salt thereof have a mean 
particle si/.e of about 500 nm, 

399. (New) The method of claim 398, wherein the rcdispersed particles of fenotlbratc or a 
salt tlicreof have a mean particle size selected from the group consisting of about 400 nm, 
about 300 nm, about 250 nm, about 200 ran, about 1 50 nm, about 100 nm> about 75 nm, and 
about 50 nm. 

400. (New) The method of claim 358, wherein the composition redisperscs in a 
biorclcvant media such that the redispersed particles oi' fcnofibrate or a salt thereof have a 
mean particle size of about 500 nm. 

401 . (T^cw) The method of claim 400, wherein the redispersed particles of fenotibratc or a 
salt thereof have a mean particle size selected from the group consisting of about 400 nm, 
about 300 nm, about 250 nm, about 200 nm, about 150 nm, about 100 nm, about 75 nm, and 
about 50 nm. 

402. (New) The method of claim 358, wherein the composition additionally comprises 
one or more active agents selected from the group consisting of HMG Co A reductase 
inhibitors and cmtihypcrtensivcs. 

403. (New) The method of claim 358, wherein the subject is a human. 

404. (New) The method of claim 358, wherein the method is used as adjunctive therapy 
to diet for the reduction of LDL-C, total-C, triglycerides, or Apo B in aduit patients with 
primary hypercholesterolemia or mixed dyslipidemia. 

405. (New) The method of claim 358, wherein the method is used as adjunctive thcTapy 
to diet for treatment of adult patients with hypertriglyceridemia. 

406. (New) Tlie method of claim 358, wherein the method is used to decrease the risk of 
pancreatitis, 
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407. (New) The method of cJaim 358, wherein the meihod is used to treat indications 
wlicre lipid rcgwlatiiig agents are typically used. 

408. (New) The method of claim 358, wherein the composition comprises at least one 
primary surface stabilizer and at least one secondary surface stabilizer. 

409. (New) The method of claim .358, wherein the surface stabilizer is selected from the 
group consisting ofa non-ionic surface stabilizer, an ionic surface stabilizer, an anionic 
surtacc stabilizer, a cationic surface stabilizer, and a zwittcrionic surface .stabilizer. 

4 1 0. (New) The method of claim 358. wherein the at least one surface stabilizer is 
selected from the group consisting of cetyl pyridinium chloride, gelatin, casein, 
phosphatides, dextran, glycerol, gum acacia, cholesterol, tragacanth, stearic acid, 
benzalkonium chloride, calcium stcarote, glycerol monostearatc, cetostcaryl alcohol, 
cctomacrogol cmulsilying wax, sorbilan esters, polyoxyethylene alkyi ethers, 
polyoxyethylcne castor oil derivatives, polyoxyethylene sori>itan fatty acid esters, 
polyethylene glycols, dodccyl trimcthyl ammonium bromide, polyoxyethylene stearaies, 
colloidal silicon dioxide, phosphates, sodium dodecylsulfate, carboxymcthylcellulose 
calcium, hydroxypropyl celluloses, hypromellosc, carboxymcthylcellulose .sodium, 
methylcellulose, hydroxyethylccUulose, hypromellosc phlhalate, noncrystalline cellulose, 
magnesium aluminum silicate, triethanolamine, polyvinyl alcohol, polyvinylpyrrolidone, 4- 
( 1 ,1 ,3,3-tctramethylbutyl)-pHcnol polymer with ethylaic oxide and fonnaldchyde, 
poloxamcrs; poloxamincs, a charged phospholipid, dioctylsulfosuccitiate, dialkylcstcrs of 
sodium sulfosuccinic acid, sodium lauryl sulfate, alkyl aryl polyctlicr sulfonates, mixtures of 
sucrose stearate and sucrose distearate, p-isononylphenoxypoly-(glycidol), decanoyl-N- 
methylglucamide; n-dccyl p-D-glucopyranoside; n-decyl p-D-maltopyranoside; n-dodccyl p- 
D-glucopyranoside; n-dodecyl p-D-maltoside; heptanoyl-N-methylglucamide; n-hepiyl-|5-D- 
glucopyranoside; n-heptyl p-D-thioglucoside; n-hexyl p-D-gliicopyranosidc; nonanoyl-N- 
methyiglucamide; n-noyi p-O-glucopyranosidc; octanoyl-N-methylglucamide; n-octyl-p-D- 
glucopyranoside; octyl p-D-thioglucopyranoside; lysozyme, PEG-phospholipid, PEG- 
cholcstcrol. PEG-cholesterol derivative, PEG-vitamin A, random copolymers of vinyl 
acetate and vinyl pyrrolidone, a cationic polymer, a cationic biopolymer, a cationic 
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polysaccharide, a calionic cellulosic. a calionic alginate, a cationic nonpolyincric compound, 
c£.tionic phospholipids, cationic lipids, polymethylmethacrylate trimcthylamnionium 
bromide, sulfonium compounds, polyvinylpyn-olidont-2-dimethylaminocthyl methacrylatc 
dimethyl sulfate, hcxadecyllrimcthyl ammonium bromide, phosphonium compound.s, 
qvmrtemary ammonium compounds. bcnzyl.di(2-ehlorocthyl)ethylammonium bromide, 
coconut trimcthyt ammonium chloride, coctmut trimethyl »>mmonium bromide, coconut 
methyl dihydroxycthyl ammonium chloride, coconut methyl dihydroxyethyl ammonium 
bromide, decyl triethy! ammonium chloride, decyl dimethyl hydroxyethyl ammonium 
chloride, decyl dimethyl hydroxyethyl ammonium chloride bromide, Cu.isdimcthyl 
hydroxyethyl ammonium chloride, C.Msdimethyl hydroxyethyl ammonium chloride 
bromide, coconut dimethyl hydroxyethyl ammonium chloride, coconut dimethyl 
hydroxyethyl ammonium bromide, myristyl trimethyl ammonium methyl sulphate, lauryl 
dimethyl benzyl ammonium chloride, lauryl dimethyl benzyl ammonium bromide, lauiyl 
dimediyl (eihenoxy)4 ammonium chloride, lauryl dimethyl (cthenoxy)4 ammonium bromide, 
N-alkyl (C!2.i8)dimcthylbcnzyl ammonium chloride, N-alkyl (Ci4-i8)dimethyl-bcnzyl 
ammonium chloride, N-tetradccylidmethylbenzyl ammonium chloride monohydrate, 
dimethyl didecyl ammonium chloride, N-alkyl and (C^-u) dimethyl 1-napthylmcthyl 
ammonium chloride, trimethylammonium halidc, alkyl-trimetbylammonium salts, dialkyl- 
dimethylammonium salts, lauryl trimethyl ammonium chloride, ethoxylated 
ivikyamidoalkyldialkylammonium sail, an ethoxylated trialkyl ammonium salt, 
dialkylbcnzene dialkylammonium chloride, N-didccyldimethyl ammonium chloride, N- 
tetradecyldimethylbenz:yl ammonium, chloride monohydrate, N-alkyKCn-u) dimethyl 1- 
naphthylmethyl ammonium chloride, dodecyldimelhylbenzyl ammonium chloride, dialkyl 
benzenealkyl ammonium chloride, lauryl trimethyl ammonium chloride, alkylbenzyl methyl 
ammonium chloride, alkyl benzyl dimethyl ammonium bromide, C12 nrimcthyl ammonium 
bromides, Cistrimctliyl ammonium bromides, C,7 trimethyl ammonium bromides, 
dodccyibenzyl triethyl iunmonium chloride, poly-diallyldimethylammonium chloride 
(DADMAC), dimethyl ammonium chlorides, alkyldimethylammonium halogcnide.s. tricetyl 
methyl ammonium chloride, decyl trimethylammonium bromide, dodecyltriethylammonium 
bromide, tetradccyUrimethylammonium bromide, methyl trioctylammonium chloride, 
letrabutylammonium bromide, benzyl trimcthjiammonium bromide, choline esters. 
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benzalkonium chloride, stearalkonium chloride compounds, celyl pyridinium bromide, cctyl 
pyridinium chloride, halidc salts of quatemizcd polyoxyelhylalkylamincs, alkyl pyridinium 
salts; aminos, amine sails, amine oxides, imidc azolinium salts, protonatcd quaternary 
acrylamides, methylated quaternary polymers, and cationic guar. 

41 1 . (New) The method of claim 358, wherein the composition comprises hypromellose, 
dioccyl sodium sultbsuccinate, and sodium lauryl sulfate as surface stabilizers. 

4 1 2. (New) A method of treating a condition selected from the group consisting of 
hypercholesterolemia, hypertriglyceridemia, coronary heart disease, cardiovascular disorders, 
peripheral vascular disease, symptomatic carotid artery disease, mixed dysHpidcmia, and 
increased risk of pancreatitis comprising administering to a subject an effective amount of a 
composition, wherein: 

(a) the composition comprises particles of fenofibrate having a D90 piulicic size of about 
700 nm and at least one surface stabilizer; 

(b) ilic fenofibrate particles present in the composition redispcrsc in a biorelcvant media; 
and 

(c) administration of the composition to a human subject in a fasted state is bioequjvalent 
to administration of the composition to a human subject in a fed state, wherein 
biocquivalency of the composition is established by: 

(i) a 90% Confidence Interval for AUC which is between 0.80 and 1 .25; and 

(ii) a 90% Confidence Interval for C^nx, which is between 0.80 and 1 .25. 

413. (New) The method of claim 412, wherein the composition is bioequivalent to a 
micronized 54 mg fenofibrate oral solid dosage fonn. 

414. (New) The method of claim 412, wherein the composition is bioequivalent to a 
micronized 160 mg fenofibrate oral solid dosage fonn. 

41 5. (New) The method of claim 414, wherein the composition is a single daily dose. 

4 ! 6. (New) The method of claim 4 1 2, wherein the composition is bioequivalent to a 
micronized 200 mg fenofibrate oral solid dosage form. 
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41 7. (New) The method oi claim 4 1 6, wherein the composition is a single daily dose. 

418. (New) The method ofclaim 412. wherein the difference in AUC of the fenofibrate 
composition, when administered to a human subject in the fcxl versus the tasted state, is 

- . f -4 so/- iVtntii MWa about 25%. about 20%» about 

selected from the group consisting of about 35 /o. aboui aoou. 

1 5%, about 1 0%, about 5%, and about 3%. 

419. (New) 'n,emethodofclaini4l2.wbcrcinthecomposition,whenadministcredtoa 
human subject at a dose of about 160 mg, presents an AUC of about 139 ^.s/mL.h. 

49() (New) The method of claim 412, wherein the composition exhibits a T^., after 
administration to fasting human subjects selected from flie group consisting of about 6 hours, 
about 5 hours, about 4 hours, about 3 hours, about 2 hours, about 1 hour, and about 30 

minutes. 

421 . (New) Tlie method of claim 4 1 2, wherein in comparative pharmacokinetic testing 
with a mieroni/.ed fenofibmte 1 60 mg tablet or micronized fcnofibratc 200 mg capsule, 
which are standard commercial fonnulations of microcrystalline fenof.bratc, the composition 
exhibits a T„,, selected from the group consisting of about 90o/o, aboui 80%, about 70%. 
about 50O/., about 30%, and about 25% of the T^, exhibited by microni/.cd fenofibrale tablet 
or capsule 

422. (New) The method of claim 412, wherein the faiofibrate or a salt thereof is present 
in the composition in an amount selected from the group consisting of: 

(a) about 50 to about 500 g/kg fcnofibrate or a salt thereof per kg of composition; 

(b) about 100 to about 300 g/kg fenof.bratc or a salt thereof per kg of composition; 

(c) about 200 lo about 225 g/kg fcnofibrate or a salt thereof per kg of composition; and 

(d) about 1 19 to about 224 g/kg fcnofibrate or a salt thereof per kg of composition. 

423. (New) The method of claim 412, wherein the composition comprises a dosage of 
about 145 mg of particles of fcnofibrate or a salt thereof, wherein . 

(a) the dosage is therapeutically effective; and 
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(b) the cort>position i. bioequivalcnt to a micronized fcnofibrate 160 mg tablet or 200 mg 
capsule, wherein biocquivalency, when administered to a human, is established by a 
90% Confidence Interval of between 0.80 and 1.25 for both C^. and AUC. 

424. (New) The method of claim 412, wherein the composition comprises a dosage of 
about 48 mg of particles of fenofibrate or a saU thereof, wherein: 

(a) the dosage i.s therapeutically eftcctive; and 

(b) the composition is bioequivalent to a microni.cd fenofibrate 54 mg tablet, wherein 
bioequivalcncy, when administered to a human, is established by a 90% Confidence 
Interval of between 0.80 and 1 .25 for both C,„« and AUC. 

425. (New) The method of claim 412, wherein the composition comprises a dosage of 
about 1 60 mg of particles of fenofibrate. wherein following administration to tasting human 
subjects the blood Icvcls.of fenofibric aeid are at least 4.5 mg/mL at one hour. 

426 (New) The method of claim 425, wherein following administration of the 
composHion compri.smg a dosage of about 160 mg of fenofibrate to lasting human subjects 
the blood levels of fenofibric acid are at lea.st 6.5 mg/ml. at two hours. 

427. (New) The method of claim 425, wherein following administration of the 
composition comprising a dosage of about 1 60 mg of fenofibrate to fasting human subjects 
the blood levels of fenofibric acid are at legist 7.0 mg/mL at three hours. 

428. (IMcw) The method of claim 425. wherein following odministralion of the 
composition comprising a dosage of about 160 mg of fenofibrate to fasting human subjects 
the blood levels of fenofibric acid are at least 1 .5 mg/mL at t%venty-four hours. 

429. (New) The method of claim 412, wherein the composition comprises a dosage of 
about 1 60 mg of particles of fenofibrate or a salt ihereol- and wherein following 
administration of the composition to fasting human subjects the blood levels of fenofibric 

acid are at least: 

(a) 1 .0 mg/inL at one hour; 

(b) 6.5 mg/mL at two hours; 
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(c) 7.0 mg/mL at three hours; and 

(d) 1 .5 mg/mL at twenty-four hours. 

430. (New) The method of claim 412, wherein the composition comprises a dosage of 
about 160 mg of particles of fetiolibrate or a salt thereof, whereiti following administration 
of the composition to high lat fed human subjects Uie blood levels of fenofibric acid arc at 
least 4.5 mB/mL. at one hour. 

431 . (New) The method of claim 430, wherein following administration of the 
eomposition comprising a dosage of about 1 60 mg of fenofibrate to high tat fed human 
subjects the blood levels of fenofibric acid are at least 3.0 mg/mL at two hours. 

432. (New) The method of claim 430. wherein following adtninistration of the 
composition to high fat fed human subjects the blood levels of fenofibric acid are at least 6.0 
mg/mL at tour hours.. 

433. (New) The method of claim 430, wherein following administration of the 
composition comprising a dosage of about 1 60 mg of fenofibrate to higJi fat fed human 
subjects the blood levels of fenofibric acul are at least 6.5 mg/mL at five hours. 

434. (New) The method of claim 430. wherein foUowinfi administration of the 
eomposition comprising a dosage of about 160 mg of fenofibrate to high fat fed human 
subjects the blood levels of fenofibric acid are at least 1 .5 mg/mL at twenty-four hours. 

435. (New) The method of claim 412. wherein the composition comprises a dosage of 
about 160 mg of particles of fenofibrate or a salt thereof, and wherein following 
administration of the composition to high fat fed human subjects the blood levels of 
fenofibric acid are at least: 

(a) 4.5 mg/mL at one hour; 

(b) 3.0 mg/mL at two hours; 

(c) 6.0 mg/mL at four hours; 

(d) 6.5 mg/ml- at five hours; and 
(c) 1 .5 mg/mL at twenty-four hours. 
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416 (New) The method of claim 412, wherein the fenofibrate or a salt thereof is .selected 
from the group consisting of a crystalline phase, an amorphous phase, a semi-cryKtalline 
phase, a semi-amorphous phase, and mixtures thereof. 

437. (New) Tlte method of claim 412, wherein the D90 particle size of .he particles of 
fenof.brate or a s..lt thereof is selected from the group consisting of about 600 nm, about 500 
nm, about 400 nm, about 300 nm, about 250 nm, about 200 nm, about 150 nm, about 100 
nm, about 75 nm, and about 50 nm. 

438. (New) The method of claim 412, wherein the particle, of fenofibf.ate or a salt thereof 
have a D^\) of about 500 nm. 

439. (New) The method of claim 412, wherem the particles of fenofibrate or a saU thereof 
have a Djo of about 350 nm. 

440. (New) The method of claim 412, wherein the particles of fenofibrate or a salt thereof 
have a mean particle size of about 1 00 nm. 

441 . (New) The method of claim 412, wherein the composition is formulated for 
administration selected from the group consistine of oral, pulmonary, rectal, opthalmic, 
colonic, piu-cnteral, intracistc*mal. intravaginai. intraperitoneal, local, buccal, nasal, and 
topical administration. 

442. (New) The method of claim 41 2, wherein the composition is fonnulatcd into a 
dosage form selected from the group consisting of liquid dispersions, oral suspensions, gels, 
aerosoLs, ointments, creams, tablets, and capsules. 

443. (New) The method of claim 442, wherein the composition is formulated into a 
dosage form selected from the group consisting of tablets and capsules. 

444. (New) The method of claim 443, wherein the composition is formulated into a lablct 
dosage form. 

445. (Mew) The method of claim 4 1 2, wherein the composition is formulated into a 
dosage form selected from the group consisting of controlled release formulations, fxst melt 
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Ibrmulations, lyophillzcd fomiulations, delayed release tbrmulations, extended rclea.0 
fonnulations, pulsatile rcle.sc tbmmlations, and mixed inuncdiate release and cntroHcd 
release fomiul aliens. 

446. (New) The method of claim 412, wherein the composition further comprises one or 
more pharmaceutically acceptable cxcipients, carriers, or a combination thereof. 

447 (New) n.e method of claim 412, wherein within about 5 minutes about 20%. about 
30% or about 40% of the composition is dissolved, wherein dissolution is measured in a 
discriminating aqueous media comprising sodium lau.^1 sulfate at 0.025 M. and wherein the 
rotating blade method (European Pharmacopoeia) is used to measure dissolution. 
44H. (New) The method of claim 412, wherein within about 10 minutes about 40%. about 
50% about 60%, about 70%, br about 80% of the composition is dissolved, wherein 
dissolution is measured in a discriminating aqueous media comprising sodium lauryl sulfate 
at 0.025 M. and wherein the rotating blade method (European Pharmacopi^eia) is used lo 
measure dissoluliun. 

449. (New) Tlie method of claim 412, wherein within about 20 minutes about 70%. about 
80%, about 90%, or about 100% of U.e composition is dissolved, wherein dissolution is 
measured in a discriminating aqueous media comprising sodium lauryl sullatc at 0.025 M. 
ajid wherein the rotating blade method (European Pharmacopoeia) is used to measure 
dissolution. 

450. (New) The method of claim 4 1 2, wherein: 

(a) within about 5 minutes about 30% of the composition is dissolved; 

(b) within about 10 minutes about 70% of the composition is dissolved; and 

(c) within about 20 minutes about 90%. of the composition is dissolved, 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sul latc at 0.025 M. and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution, 

451 . (New) The method of claim 41 2, wherein: 
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(a) within about 5 minutes about 40% of the composition is dissolved; 

(b) within about 10 minutes about 80% of the composition is dissolved; and 

(c) within about 20 minutes about 100% of the composition is dissolved. 

wherein dissolution is nic..sured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M. and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

452. (New) The method of claim 412. wherein upon administration, the composition 
rcdisperses such that the rcdispcrsed particles of fenofibrate or a salt thereof have a 1390 
particle size of about 700 nm. 

453. (New) The method of claim 452. wherein the redisperscd particles of fcnofibrate or a 
salt thereof have a D90 particle size selected from the group con.sisting of about 600 ran, 
about 500 nm. about 400 nm, about 300 nm, about 250 nm. about 200 nm. about 150 nm, 
about 100 nm, about 75 nm. and about 50 nm. 

454. (New) The method of claim 412, wherein the composition rcdisperses in a 
biorelevant media such that the redisperscd particles of fcnofibrate or a salt thereof have a 
D90 particle size of about 700 nm. 

455. (New) The method of claim 454. wherein the redisperscd particles of fcnofibrate or a 
salt thereof have a D90 particle size selected from the group consist ing of about 600 nm, 
about 500 nm, about 400 nm, about 300 mn, about 250 nm, about 200 nm. about 150 nm. 
about 100 nm, about 75 nm, and about 50 nm. 

456. (Mew) Tlie method of claim 4 1 2. wherein the composition additionally comprises 
one or more active agents selected from the group consisting of HMO CoA reductase 
inhibitors and antihypertensives. 

457. (New) Tlie method of claim 412, wherein the subject is a human. 

458. (New) The method ofclaiTn 412, wherein the method is used as adjunctive therapy 
to diet for the reduction of LD1,-C. total-C, triglycerides, or Apo B in adult patients with 
primary hypercholesterolemia or mixCd dyslipidcmia. 
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459. (New) The method of claim 412. wherein the method is used a« adjunctive therapy 
to diet for treatment of adult patients with hypertriglyceridemia. 

460. (New) The n^ethod of claim 41 2, wherein the method is used to decrease the ri.k of 
puncTcatitis. 

461. (New) Themethod ofclai^n 412, wherein the method is used to treat indications 
where lipid regulating agents are typically used. 

462. (New) 'H^e method oFclaim 412, wherein the composition comprises at least one 
primary surface .stabilizer and at lca.st one secoodaiy surface stabilizer. 

46. (New) The method of claim 41 2, wherein the surface stabili/.cr is selected from the 
eroup consisting of a non-ionic surface stabilizer, an ionic surlace stabilizer, an an.on.c 
surfi.ce stabilizer, a eationic surface stabiliser, and a ^witterionic surface slab.hzer. 
464. (New) The method of claim 412, wherein the at least one surface stabili/.er is 
selected from the group consisting of cetyl pyridinium chloride, gelatin, casein, 
phosphatides, dextran, glycerol, gum acacia, cholesterol, tragaeanth, stearic acid, 
benzalkonium chloride, calcium stearate. glycerol monostearate. cetostearyl alcohol, 
cetomacrogol emulsifying wax. sorbitan esters, polyoxyethylenc alkyl ethers, 
polyoxycthylcne castor oil derivatives, polyoxyethylenc sorbitan fatty acid esters, 
polyethylene glycols, dodccyl trimcthyl ammonium bromide, polyoxyethylenc stearates, 
colloidal silicon dioxide, phosphates, sodium dodecyl sulfate, earboxymelhylcellulose 
calcium, hydroxyp^opyl celluloses, hypromellose. carboxymethylcellulose .sodium, 
.ncthylcellulose. hydroxyethylcellulosc. hypromcUo-se phthalate, noncrystalline cellulose, 
,^agnes.um aluminum silicate, triethanolamine, polyvinyl alcohol, polyvinylpyrrolidone. 4- 
(11. ^.tctramcthylbutyD-phenol polymer with ethylene oxide and formaldehyde. 
poloxa^Ticrs; poloxamines. a charged phospholipid, dioctylsulfosuccinatc, dialkyles.ers ot 
.odium sulfosuccinic acid, sodium lauryl sulfate, alkyl aryl polyether sulfonates, mixtures ot 
sucrose stearatc and sucrose distearate, p-isononylphenoxypoly.(glycidol), deeanoyl-N- 
n^ethylglucamidc; n-dccyl p-D-glucopyranoside; n-deeyl (i-D-maltopyranoside; n-dodecyl 
D-glucopyranoside; n-dodecyl 0-D-maUoside; hcptanoyl^N-methylglucamide; n-heptyl-P-D- 

-58- 

WASH_2066143.1 



0 

PAGE 62192 ' RCVD AT 8/2912007 7:14:17 PM [Eastem Daylight Time] ' SVR:USPTO-EFXRF-5/22 * DNiS:2738300 * CSID: * DUIUTION (inin-ss):20-26 



08/23/2007 13:25 FAX 



gl 063/032 



Alty. Dkt. No. 029318-0988 
AppJn. No. 10/692,855 

filucopyranoside; n-hcptyt p-D-thiog!ucosidc; n-hc.xyl fi-D-glucopyranosidc; nonanoyl-N- 
mcthylglucaiinde; n-noyl p-D-glucopyranoside; octanoyNN-mclhylglucamide; nK>clyWP-D- 
glucopy«,no.sid«; octyl p-D-thioglucopyra.iosidc; lysozymc. PEG-phosphol ipid. PEG- 
cholcsterol, PEG-choksierol derivative, PEG-vitam,n A, random copolymers of vmyl 
acetate and vinyl pyrroUdone, a catiom. polyn^er, a cationic biopolyiTier, a cationic 
polysaccharide, a cationic ccUulosic, a cationic alginate, a cationic nonpolymcric compound, 
cationic phospholipids, cationic lipids, polymemylmcthacrylatc trimcthylammonium 
bromide, sulfonium compounds, polyvinylpyrrondonc-2-dimcthyhu.inocthyl methacrylatc 
dimethyl sulfate, hexadccyltrimethyl ammonium brom.de, phosphonium compounds, 
quartcmary ammonium compounds. benzyl-di(2-chloroethyl)cthy!ammonium bromide, 
coconut trimethyl ammonium chloride, coconut trimethy! ammonium bromide, coconut 
methyl dihydroxycthyl ammonium chloride, coconut methyl dihydroxyethyl ammonium 
bromide, decyl tricthyl ammonium chloride, dccyl dimethyl hydroxycthyl ammonium 
chloride, decyl dimethyl hydroxycthyl ammonium chloride bromide, C,..,.sdimcthyi 
hydroxycthyl ammonium chloride, C,..,5dimethyi hydroxycthyl ammonium chloride 
bromide, coconut dimethyl hydroxycthyl ammomum chloride, coconut dimethyl 
hydroxycthyl ammonium bromide, myrisiyl trimethyl ammonium methyl .sulphate, lauryl 
dimethyl ben/-yl ammonium chloride, lauryl dimethyl benzyl ammonium bromide, lauryl 
dimethyl (cthcnoxy). ammonium chloride, lauryl dimethyl (ethenoxy)4 ammonium bromide. 
N-alkyl (C.i.,K)dimelhylben2yl ammonium chloride, N-alkyl (C,4.,«)dimethyl-benzyl 
ammonium chloride, N-tetradecylidmethylbenzyl ammonium chloride monohydrate. 
dimethyl didecyl ammonium chloride, N-alkyl and (C,..,.,) dimethyl 1 -napHiylmethyl 
ammonium chloride, trimethylammonium halidc, alkyl-trimethylammonium salts, dialkyl- 
dimethylammonium .salts, lauryl trimethyl ammonium chloride, ethoxylated 
alkyamidoalkyldialkylammonium salt, an ethoxylated trialkyl ammonium salt, 
dialkylbenzene dialkylammonium chloride, N-didccyldimethyl ammonium chloride, N- 
tetradccyldimcthylben7.yl .immonium. chloride monohydrate, N-alkyl(C,M4) dimethyl 1- 
naphthylmcthyl ammonium chloride. dodecyldin.cthytbcnzyl ammonium chloride, dialkyl 
bcnzenealkyl ammonium chloride, laury! trimethyl ammonium chloride, alkylbenzyl methyl 
anmionium chloride, alkyl bcn/.yl dimethyl amn.omum bromide, C.. trimethyl ammonium 
bromides, C,5 trimethyl ammonium bromides, C,-, trimethyl ammonium bromides, 
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(DADMAC), dlmcW ammomu., chlortd^s. alkyWrnc-U^ylanmonium h»l»son„.cs. u,«.yl 
„c,hy, .—^ cWoHdo, dccyUH,.«hy.a™«ontam l«»«>ide. dodccyl,no.h,lan,n,on,u„, 
bromide. ,c„.dccyl.rimahyl,mmoni>.m bromide. mcO,yl „ioctyl«ium chlonde. 
,etrabu,ybmn,onmm bromid.. benzyl m„cthyton,monium brormdc. chohno esters, 
bcnzalkonium chloride. s.ean.kom„n, Cloride compounds, ce,yl pyndinium brom.de, ce.y. 
pyridinium =l,loride. I,alide sal.s of <,ua.cmi.ed polyo.yc*y.alMami„es, *yl Pyndimum 
s.„s; amines, amine salis, am,ne oxides, imide azolinium sal«. protonn^d quaternary 
acrylamides, methylated qnalera.iry polymeni, and cationic guar. 

465 (Ne») Thcmcthodofclaim412.wl,creinthcc.«positioneompriscsbypromello-sc, 
dioctyl sodium sulfosuccinale, and sodium tauryl sulMe as surface stabilizers. 
4S« (New) ■l-heme.hodofdaim ,36, wberein the dilTerence in AUC of thefcnunbmte 
c»npositio„. «hen administered to a human subject in the fed versus the faMed st«e, .s 
selected ion, ^ g«.up e„»sis,in. of about 35%, about 30"/., about .5%, about 20/., about 
1 5%, about 1 0%, about 5%, and about 3%. 

467 (New) The ntethod of claim 1 36, wherein the composition exhibits a T„ a«er 
admmistration to fasting human subjects selected ftom the gmup consisting of about 6 hours, 
about 5 hours, about 4 hours, about 3 hours, about 2 ho«s, about 1 hour, and about 30 

minutes. 

468 (New) Then^cthod of claim 136, wherein in comparative pharmacokinetic tcstmg 
with u microni.ed fenof.brate 160 mg tablet or micronizcd fenollbratc 200 mg capsule, 
which arc standard commercial formul«tior.s of microcrystalUne fenof.hrate, the compo.iUon 
exhibits a T,^ selected from the ..oup consisting of about 90%, about S0% about 7t)% 
about 50%, about 30o/., and about 25% of the T„„ exhibUed by m.cronizcd fenot.brate tablet 
or capsule. 

469 (New) The method pfelaim 1.36. wherein within about 5 minutes about 20%, about 
30%. or about 40% of the composition is dissolved, wherein dissolution is measured m a 
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.iscri..i.atin. aqueous media comprising .odium lauryl sulfate ut 0.025 M. and wherein the 
rotating blade method (European PhanT^acopocia) .s to measure dissolution. 
470 (New) The method of claim 136. wherein within about 10 minutes about 40%, about 
50%, about 60O/.. about 70%, or about 80% of the composition is dissolved, whcrcn 
dissolution is measured in a discriminating aqueous media comprising sodium lauryl sulfate 
at 0.025 M, and wherein the rotating blade method (European Pharmaopoeia) .s used to 
measure dissolution, 

471 (New) The method of claim 136, wherein withu. about 20 minutes about 70%, about 
80% about 90%, or about 100% of the composiUon is dissolved, wherein dissolution ,s 
..ealured in a discriminating aqueous mcd.a comprising sodium lauryl sulfate at 0.025 M, 
and wherein the rotating blade method (European Phan..acopoeia) is used to measure 
dissolution. 

472. (New) The method of claim 1 36. wherein: 

(a) within about 5 minutes about 30% of the composition is dissolved; 

(b) withinabout ,0minuicsabout70%oftheeompositionisdis.solved;and 

(c) wiihin about 20 minutes about 90*/« of the composition is dissolved. 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
suUate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

473. (New) The method of claim 1 36, wherein: 

(a) within about 5 minutes about 40% of the composition is dissolved; 

(b) within about 10 minutes about 80% ofthc composition is dissolved; and 

(c) within about 20 minutes about 100% ofthc composition is dissolved, 

. wherein dissolution is measured in a discriminating aqueous media comprising sod,um lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoe.a) .s used 
to measure dissolution. 
474 (New) The method of claim 194, wherein the difference in AUC of the fenoHbrate 

' composidon. when administered to a human subject in the fed versus the fasted state, ..s 
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selected .^o,. U,c c<,.,is,ine of .bou, 35%, abou> 30%. al»u, 25%. abou.20%. 
15%, about 10%, about 5%, and about 3%. 

475 (New) The method of claim 194, wherein the composition exhibits a T„„. ai^er 
ad..inistration to fasting human subjects selected from the group consisting of about 6 hours, 
about 5 hours, about 4 hours, about 3 hours, .bout 2 hours, about 1 hour, and about 30 
nttnutcs, 

476 (New) The method of claim 194, wherein in comparative pharmacokinetic tesUng 
with a mieroni.ed fenofibr.te 160 mg tablet or microni.ed fenof.brate 200 mg capsule, 
which are standard commercial fonnulations of microcrystalline Icnofibratc. the composmon 
exhibits a T^, selected from the group consisting of about 90o/o, about 80%, about 70%. 
about 50%, about 30%. and about 25% of the T.,., exhibited by micronizcd fenofibrate tablet 
6r capsule. 

477 (New) The method of claim 194, wherein within about 5 minutes about 20%, about 
30% or about 40% of the compo.sition is dissolved, wherein dissolution is measured m o 
discnminatin. aqueous mcdi. comprising sodium lautyl sulfate at 0.025 M. and wherein the 
rotating blade method (European Pharmacopoeia) is used to measure dissolution. 

478 (New) The method of claim 194, wherein within about 10 minutes about 40%. about 
S0% about 60%, about 70%, or about 80% of the composition is dissolved, where.n 
dissolution is measured in a discriminating aqueous media comprising sodium lauryi sulfate 
at 0.025 M, a«d wherein the rotating blade method (European Pharmacopoeia) .s used to 
measure dissoluti on. 

479 (New) me method of claim 194, wherein within about 20 minutes about 70%, about 
80% about 90%. or about 100% of the composition is dissolved, wherein dissolution xs 
measured in a discriminating aqueous media comprising sodium lauryi sulfate at 0.025 M. 
and wherein the rotating blade method (European Pharmacopoeia) is used to measure 
dissolution. 

480. (New) TJ^c method of claim 194, wherein: 
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(a) within about 5 minutes about 30% of the composition is dissolved; 
(h) within aboul 10 minutes about 70% of thts composition is dissolved; and 
(o) within about 20 minutes about 90% of ihc composition is dissolved, 
wherein dissokition is measured in a discriminating atjucous media comprising sodium lauryl 
sulfate al 0.025 M, and wherein the rotating blade method (European Phannacopoeia) is used 
to measure dissolution. 

48 1 . (New) The method of claim 1 94, wherein; 

(a) within about 5 minutes about 40% of the composition is dissolved; 

(b) within about 10 minutes about 80% of the composition is dissolved; and 

(c) within about 20 minutes aboul 100% of the composition is dissolved. 

wherein dissolution is measured in a discriminating aqueous media eomprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

482. (New) The method ol' claim 249, wherein the diflercnce in AUC of the fenofibrate 
composition, when administered to a human subject in the fed versus the fasted state, is 
selected from tlic group consisting of about 35%, about 30%, about 25%, about 20%, about 
15%, less about U)%, about 5%, and about 3%. 

483. (New) The method of claim 249, wherein the composition exhibits a Tnm.^ after 
administration to fasting human subjects selected from the group consisting of about 6 hours, 
about 5 hours, about 4 hours, about 3 hours, about 2 hours, about 1 hour, tind about 30 
minutes. 

484. (New) The method of claim 249, wherein in comparative pharmacokinetic testing 
with a micronized fenofibrate 160 mg tablet or micronizcd fenofibrate 200 mg capsule, 
which are standard commercial formulations of microcrystalline fenofibrate, the composition 
exhibits a Tmnx selected from the group consisting of about 90%, about 80%, about 70%, 
about 50%, about 30%, and about 25% of the T,nux exhibited by micronizcd fenofibrate tablet 
or capsule. 
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485. (New) The method of claim 249, wherein within about 5 minutes about 20%, about 
30%, or about 40% of the composition is dissolved, wherein dLssJolution is measured in a 
discriminating aqueous media comprising sodium lauryl sulfate at 0.025 M, and wherein the 
rotating blade method (European Pharmacopoeia) is used to measure dissolution. 

486. (New) The method of claim 249, wherein within about 1 0 minutes about 40%, about 
50%, about 60%, about 70%, or about 80% of the composition is dissolved, wherein 
dissolution is measured in a discriminating aqueous media comprising sodium lauryl sulfate 
at 0,025 M, and wherein the rotating blade meti)od (European Phannacopocia) is used to 
measure dissolution. 

487. (New) The method of claim 249, wherein within about 20 minutes about 70%, about 
80%, about 90%, or about 100% of the composition is dissolved, wherein dissolution is 
measured in a discriminating aquei>us media comprising sodium lauryl sulfate at 0.025 M, 
and wherein the rotating blade method (European Phannacopocia) is used to measure 
dissolution. 

488. (New) The method of claim 249, wherein: 

(a) within about 5 minutes about 30% of the composition is dissolved; 

(b) within about 10 minutes about 70% of the composition is dissolved; and 

(c) within about 20 minutes about 90% of the composition is dissolved, 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, ajid wherein the rotating blade method (European Phannacopocia) is used 
to measure dissolution. 

489. (New) The method of claim 249, wherein: 

(a) within about 5 minutes about 40% of the composition is dissolved; 

(b) within about 10 minutes about 80% of the composition is dissolved; and 

(c) within about 20 minutes about \ 00% of the composition is dissolved, 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfete at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 
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490. (New) The method ol clmm 136, wherein the difterctice in AUC of the fcnofibrate 
composition, wh.n administered to a human subject in the feci versus the fasted slate, is 
selected from the group consisting of about 35%, about 30%. about 25%. about 20%, about 
15%, about 10%, about 5%, and about 3%. 

491 . (New) The method of claim 1 36, wherein the composition exhibits a T„,„ after 
administration to tasting human subjects selected .fi-om the group consisting of about 6 hour^;. 
about 5 hours, about 4 hours, about 3 hours, about 2 hours, about 1 hour, and about 30 
minutes. 

492. (New) The method of claim 1 36, wherein in comparative phannacokinetic testing 
with a micronized fcnofibrate 1 60 mg tablet or micronizcd fenofibratc 200 mg capsule, 
which arc standard commercial fonnulations of microc^ystalline fenoiibratc, the composition 
exhibits a T™,.. selected from the gro.p con.sisting of about 90%, about 80%. about 70%, 
about 50%, about 30%. and about 25% o 1 the Tn^ exhibited by micronized fcnofibrate tablet 
or capsule. 

493 . (New) The method of claim 1 36, wherein within about 5 minutes about 20%. about 
30%. or about 40% of the composition is dissolved, wherein dissolution is measured in a 
discriminating aqueous media comprising sodium lauryl sulfate at 0.025 M. and wherein the 
rotating blade method (Europctm Pharmacopoeia) is used to measure dissolution. 

494. (New) The method of claim 1 36. wherein within about 1 0 minutes about 40%, about 
50%, about 60%, about 70%. or about 80% of the composition is dissolved, wherein 
dissolution is measured in a discriminating aqueou.s media comprising sodium lauiyl sulfate 
at 0.025 M, and wherein d^e rotating blade method (European Pharmacopoeia) is used to 
measure dis.soiution. 

495. (New) 'Hie method of claim 1 36, wherein within about 20 minutes about 70%, about 
80%, about 90%, or about 100% of the composition is dissolved, wherein dissolution is 
measured in a diseriminaling aqueous media comprising sodium lauryl .-sulfate at 0.025 M, 
and wherein the rotating blade method (European Pharmacopoeia) is used to measure 
dissolution. 
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496. (New) Tl>c method of claim 136, wherein: 

(a) within about 5 minutes about 30% of the composition is dissolved; 

(b) within about U) minutes about70% of the composition is dissolved; and 

(c) within about 20 minutes about 90% of the composition is dissolved, 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopticia) is used 
to. measure dissolution. 

497. (New) The metiiod of claim 136, wherein: 

(a) within about 5 minutes about 40% of the composition is dissolved; 

(b) within about 10 minutes about 80% of the composition is dissolved; and 
(o) within about 20 minutes about 100% of the composition is dissolved. 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

498; (New) The method of claim 1 94, wherein the difference in AUG of the ienonbralc 
composition, when administered to a humim subject in the fed versus the fasted state, is 
selected from the group consisting of about 35%. about 30%, about 25%. about 20%, about 
1 5%, about 1 0%, about 5%, and about 3%. 

499. , (New) The method of claim 194, wherein the composition exhibits a T„,:., after 
administration to fa.sting human subjects selected from the group consisting of about 6 hour!;; 
about 5 hours, about 4 hours, about 3 hours, about 2 hours, about 1 hour, and about 30 
minutes.. 

500. (New) The method of claim 194, wherein in comparative pharmacokinetic testing 
with a microni/cd fenotibrate 1 60 mg tablet or micronizcd fenofibrate 200 mg capsule, 
which arc standard commercial formulations ofmicrocrystaUine fenofibrate, the composirion 
exhibits a T„.ax selected from the group consisting of about 90%, about 80Vo, about 70%, 
about 50%, about 30%. and about 25% of the T„;„ exhibited by microni/.ed fenofibrate tablet 

» 

or capsule. 
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501. (New) T\\o method of claim 194, wherein within about 5 minutes about 20%, about 
30%. or about 40% of the composition is dissolved, wherein dissolution is measured in a 
discriminating aqueous media eomprising sodium lauryJ sulfate at 0.025 M, and wherein the 
rotating blade method (European Pharmacopoeia) is used to measure dissolution. 

502. (New) The method of claim 194, wherein within about 1 0 minutes about 40%, about 
50%, about 60%, about 70%, or about 80% of the composition is dissolved, wherein 
dissolution is mcasure<l in a discriminating aqueous media comprising sodium lauryl sulfate 
at 0.025 and wherein the rotating blade method (European Pharmacopoeia) is used to 
measure dissolution. 

503. (New) The method of claim 194, wherein within about 20 minutes about 70%, about 
80%, about 90%, or about 100% of the composition is dissolved, wherein dissolution is 
measured in a discriminating aqueou.^ media comprising sodium lauryl sulfate at 0.025 M, 
and wherein the rotating blade method (European Pharmacopoeia) is used to measure 
dissolution. 

504. (New) The method of claim 194, wherein: 

(a) within about 5 minutes about 30% of the composition is dissolved; 

(b) within about 10 minutes about 70% of the composition is dissolved; and 

(c) within about 20 minutes about 90% of the composition is dissolved, 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

505. (New) 1lie method of claim 194, wherein: 

(a) within about 5 minutes about 40% of the composition is dissolved; 

(b) within about 10 minutes about 80% of the composition is dissolved; and 

(c) within about 20 minutes about 100% of the composition is dissolved, 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Phamiacopoeia) is used 
to measure dissolution. 
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506, (New) The ineihod of claim 249, wherein the difference in AUG of the fenofibratc 
composition, when administered to a human subject in the fed versus the fasted stale, is 
selected from the group consisting of about 35%, about 30%, about 25%, about 20%, about 
1 5%, less about 1 0%, about 5%, and about 3%. 

507. (New) n^e meiliod of claim 249, wherein the composition exhibits a T,„.^x after 
administration to fasting human subjects selected from the group consisting of about 6 hours, 
about 5 hours, about 4 hours, about 3 hours, about 2 hours, about 1 hour, aiid about 30 
minutes. 

508, (New) The method of claim 249> wherein in comparative pharmacokinetic testing 
with a micronizcd fcnofibrate 1 60 mg tablet or micronizcd fenofibrate 200 mg capsule, 
which are standard conrmercial fonnulations of microcrystalHnc fcnofibrate, the composition 
exhibits a Tn.,. selected from the group consisting of about 90%, about 80%, about 70%, 
about 50%, about 30%, and about 25% of the T^,,;, exhibited by micronizcd fenofibrate tablet 
or capsule. 

509. (New) The method of claim 240, wherein within about 5 minutes about 20%, about 
30%, or about 40% of the composition is dissolved, wherein dissolution is measured in a 
discriminating aqueous media comprising sodium lauryl sulfate at 0.025 M, and wherein the 
rotating blade method (European Pharmacopoeia) is used to measure dissolution. 

5 1 0. (New) Tlic method of claim 249, wherein within about 1 0 minutes about 40%, about 
50%, about 60%, about 70%, or about 80% of the composition is dissolved, wherein 
dissolution is measured in a discriminating aqueous media comprising sodium lauryl sulfate 
at 0.025 and wherein the rotating blade method (European Phamiacopoeia) is used to 
measure dissolution. 

511, (New) Tlie method of claim 249, wherein within about 20 minutes about 70%, about 
80%, about 90%. or about 100% of the composition is dissolved, wherein dissolution is 
measured in a discriminating aqueous media comprising sodium lauryl sulfate at 0.025 M, 
and wherein the rotating blade method (European Pharmacopoeia) is used to measure 
dissolution. 
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5 1 2. (New) The method of claim 249, wherein: 

(a) within about 5 minutes about 30% of the composition is dissolved; 
(h) within about 10 minute.s about 70% of the composition is dissolved; and 
(c) within about 20 minutes about 90% of the composition is dissolved, 
wherein dissolution is measured in a discriminating aqueous me<iia comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method {European Pharmacopoeia) is used 
to measure dissohition. 

513. (New) The method of claim 249, wherein; 

(a) within about 5 minutes about 40% of the composition is dissolved: 

(b) within about 1 0 minutes about 80% of the composition is dissolved; tmd 

(c) within about 20 minutes about 100% of the composition is dissolved, 

wherein dissolution is meiisured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0-025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

5 14. (New) T\^c method of chiim 304, wherein the difference in AUC of the fenonbrate 
composition, when administered to a human subject in the fed versus the fasted slate, is 
selected from the group consisting of less than 35%, less than 30%, less than 25%, less than 
20%, less than 15%, less thim 10%, less than 5%, and less than 3%. 

5 1 5. (New) The method of claim 304, wherein the composition exhibits a Tn,„ after 
administration to fasting human subjects selected from the group consisting of less than 6 
hours, less than 5 hours, less than 4 hours, less than 3 hours, less than 2 hours, less than 1 
hour, and less than 30 minutes. 

516. (New) ^flie method of claim 304, wherein in comparative pharmacokinetic testing 
with a micronized fenofibrate 160 mg tablet or microni/.ed fenofibrate 200 mg capsule, 
which are standard commercial foniiulations of microcrystaliine fenofibrate, the composition 
exhibits a T,„a.x selected from the group consisting of less than 90%, less than 80%, less than 
70%, less than 50%, less than 30%, and less Uy<m 25% of thcT^ax exhibited by micronized 
fenofibrate tablet or capsule. 
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517. (New) The meOioil of claim 304, wherein within about 5 minutes at least 20%, at 
least 30%, or at least 40% of the composition is dissolved, wherein dissolution is measured 
in a discnminating aqueous media comprising sodium lauryl .«;ulfatc at 0.025 M, and wherein 
the rotating blade method (European Pharmacopoeia) is used to measure dissolution. 

518. (New) The method of claim 304, wherein wiUiin about 10 minutes at least 40%, at 
least 50%, at least 60%, at least 70%, or at least 80% of the composition is dissolved, 
wherein dissolution is measured in a discriminating aqueous media compri.sing sodium 
lauryl sultatc at 0.025 M, and wherein the rotating blade method (European PharmacoptJcia) 
is u.sed to measure dissolution. 

5 1 9. (New) The method of claim 304, wherein wiUiin about 20 minutes at least 70%, at 
least 80%. at least 90%, or at least 100% of the compo.silion is dissolved, wherein 
dissolution is measured in a discriminating aqueous media compri-smg sodium lauryl sulfate 
at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used to 
measure dissolution. 

520. (New) The method of claim 304. wherein: 

(a) within about 5 minutes at least 30% of the composition is dissolved; 

(b) within about 10 minutes at least 70% of the composition is dissolved; and 

(c) within about 20 minutes at least t 90% of the composition is dissolved, 

wherein dissolution is measured tn a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

52 1 . (New) 'TTie method of claim 304. wherein: 

(a) within about 5 minutes at least 40% of the composition is dissolved; 

(b) within about 10 minutes at least S0% of the composition is dissolved; and 
(e) within about 20 minutes at lea.<;t 100% of the composition is dissolved, 

wherein dissolution is mea.surcd in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 
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522. (New) The method of claim 358, wherein the difference in AUG of the fcnolibrate 
composition, when administered to a human subject in the fed versus the fasted state, is 
selected from the group consisting of less than 35%, less than 30%, less than 25%, less than 
20%. less than 15%, less than 10%, less than 5%, and less than 3%, 

523. (New) The method of claim 358, wherein the composition exhibits :i IVia. after 
administration to fasting human subjects selected from the group consisting of less than 6 
hours, less than 5 hours, less than 4 hours, less than 3 hours, less than 2 hours, less than 1 
hour, and less than 30 minutes. 

524. (New) The method of claim 358, wherein in comparative pharmacokinetic testing 
with a micronized lenofibrate 160 mg tablet or micronized fenofibrate 200 mg capsule, 
which arc standard commercial fonnulations of microcrystalline fenofibrate, the composition 
exhibits a T,^:,. selected from the group consisting of less than 90%, less than 80%, less than 
70%, less than 50%, less than 30%, and less than 25% of thcTma^i exhibited by micronized 
fenofibrate tablet or capsule. 

525. (New) The method of claim 358, wherein within about 5 minutes at least 20%, at 
least 30%, or at least 40% of the composition is dissolved, wherein dissolution is measured 
in a discriminating aqueous media comprising sodium lauryi sulfate at 0.025 M, and wherein 
the rotating blade method (European Pharmacopoeia) is used to measure dissolution. 

526. (New) The method of claim 358, wherein within about 10 minutes at least 40%, at 
least 50%, at least 60%, at least 70%, or at least 80% of the composition is dissolved, 
wherein dissolution is measured in a discriminating aqueous media comprising sodium 
lauryi sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) 
is used to measure dissolution. 

527. (New) The method of claim 358, wherein within about 20 minutes at least 70%, at 
least 80%, at least 90%, or at least 100% of the composition is dissolved, wherein 
dissolution is measured in a discriminating aqueous media comprising sodium lauryi sulfate 
at 0.025 M, and wherein the rotating blade method (European Phannacopoeia) is used to 
measure dissolution. 
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52S. (New) The method of claim 358, wherein: 

(a) within about 5 minutes at least 30% of the composition is dissolved; 

(b) within about 1 0 minutes at least 70% of Ac composition is dissolved; and 

(c) within about 20 minutes at least 90% of the composition is dissolved, 

wherein dissolution i« measured in a discriminating aqueous media compri..ing .odium lauryl 
sul fute at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is u.scd 
to measure dissolution. 

529. (New) The method of claim 358, wherein: 

(a) within about 5 minutes at least 40% of the composition is dissolved; 

(b) within about 10 minutes at least 80% of the composition is dissolved; and 

(c) within about 20 minutes at least 100% of the composition is dissolved, 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
lo measure dissolution* 
530 (New) Tlic .nethod oi claim 412, wherein the difference in AUC of the fenofibrate 
composition, when administered to a human subject in the fed versus the fasted state, is 
selected from the group consisting of less than 35%, less than 30%, less than 25%, less than 
20%. less than 1 5%, less than 1 0%, less than 5%, and less than 3%. 

531. (New) The method of claim 412, wherein the composition exhibits a T.„„ after 
admini.stration to fasting human subjects selected from the group consisting of less than 6 
hours, less than 5 hours, less than 4 hours, less than 3 hours, less than 2 hours, less than 1 
hour, and less Xhm 30 minutes. 

532. (New) The method of claim 412, wherein in compiirative pharmacokinetic testing 
with a micronized fenofibrate 160 mg tablet or micronized fenofibrate 200 mg capsule, 
which are standard commercial formulations of microcrystalline Icnofibrate, the composition 
exhibits a T„«. selected from the group consisting of less than 90%, less than 80%, less than 
70%, less than 50%. less than 30%, and less than 25% of the exhibited by micronized 
fenofibrate tablet or capsule. 
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533. (New) The method of claim 4 1 2, wherein within about 5 minutes at \cast 20%, at 
least 30%. or at least 40% of the composition is dissolved, wherein dissolution is measured 
in a discriminating aqueous media comprising sodium lauryl sulfate at 0.025 M, and wherein 
the rotating blade method (European Pharmacopoeia) is used to measure dissolution. 

534. (New) The method of claim 412. wherein within about 1 0 minutes at least 40%, at : 
least 50%, at least 60%, at least 70%, or at least 80% of the composition is dissolved, 
wherein dis.solution is measured in a discriminating aqueous media comprising sodium 
lauryl sulfele at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) 
is used to measure dissolution. 

53.5 . (New) The method of claim 412, wherein within about 20 minutes at least 70%, at 
least 80%, at least 90%, or at least 1 00% of the composition is dissolved, wherein 
di-ssolution is measxired in a discriminating aqueous media compri-sing sodium lauryl sulfate 
at 0.025 M. and wherein the rotating blade method (European Pharmacopoeia) is used to 
measure dissolution. 

536. (New) The method of claim 412, wherein: 

(a) within about 5 minutes at least 30% of the composition is dissolved; 

(b) within about 10 minutes at least 70% of the composition is dissolved; and 

(c) within about 20 minutes at least 90% of the composition is dissolved, 

wherein dissolution is measured in a discriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M, and wherein the rotating blade method (European Pharmacopoeia) is used 
to measure dissolution. 

537. (New) Tlie method of claim 412, wherein; 

(a) within about 5 minutes at least 40% of the composition is dissolved; 

(b) withm about 10 minutes at least 80% of the composition is dLssolvcd; and 
(e) within about 20 minutes at least 1 00% of the composition is dissolved.. 

wherein dissolution is measured in a di.scriminating aqueous media comprising sodium lauryl 
sulfate at 0.025 M. and wherein the rotating blade method (European Phannacopoeia) is used 
to measure dissolution. 
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